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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION.  DEPARTMENT  OF  HEALTH. 
EDUCATION.  AND  WELFARE 

[Docket  No.  76N-0323] 

ADMINISTRATIVE  PRACTICES  AND 
PROCEDURES 

Procedures  for  Public  and  Regulatory  Hear¬ 
ings;  Regulations  Governing  Standards 
of  Conduct  and  Conflict  of  Interest 

-  The  Food  and  Drug  Administration 
(FDA)  is  establishing  procedures  for 
public  hearings  before  the  Commissioner 
of  Food  and  Drugs  and  procedures  for 
regulatory  hearings,  and  is  adopting  reg¬ 
ulations  governing  standards  of  conduct 
and  conflict  of  interest  for  agency  em¬ 
ployees. 

The  regulations  shall  be  effective  De¬ 
cember  2.  1976.  The  public  hearings  be¬ 
fore  the  Commissioner  and  the  regula¬ 
tory  hearing  before  FDA  governed  by 
Subparts  E  and  F  of  Part  2  (21  CFR  Part 
2)  could  be  either  an  alternative  to  a  for¬ 
mal  trial-type  hearing  or  supplementary 
to  existing  statutory  procedures,  or.  in 
the  case  of  some  hearings  governed  by 
Subpart  F.  the  exclusive  means  for  re¬ 
solving  factual  issues  on  which  the  right 
to  an  Informal  hearing  is  provided  by 
statute.  The  regulations  contain  some 
revisions  and  additions  to  the  proposed 
regulations;  these  revisions  and  additions 
are  discussed  below.  The  major  change 
consists  of  a  revision  of  S  2.512  (21  CFR 
2.512)  to  make  regulatory  hearings  public 
unless  specified  conditions  are  met.  The 
Commissioner  invites  ccHnments  prior  to 
the  effective  date  of  these  changes. 

In  the  Federal  Register  of  May  27, 
1975  (40  FR  22950),  the  Commissioner 
Issued  regulations  governing  a  broad 
range  of  FDA  administrative  practices 
and  procedures.  Subpart  E  of  that  order 
consisted  of  rules  governing  public  hear¬ 
ings  before  the  Commissioner;  Subpart  F 
consisted  of  rules  governing  regulatory 
hearings  before  FDA;  and  Subpart  G 
consisted  of  standards  of  conduct  for, 
and  provisions  to  guard  against  ccmflict 
of  interest  by,  agency  employees.  Al¬ 
though  the  regulations  were  published  as 
a  final  order,  the  Commissioner  allowed 
60  days  for  comment  and  delayed  their 
effective  date  for  one  month.  In  the  Fed¬ 
eral  Registbb  of  Jime  20.  1975  (40  FR 
26027)  the  period  for  filing  comments, 
but  not  the  effective  date,  was  extended 
for  an  additional  30  days. 

On  July  31,  1975,  the  United  States 
District  Court  for  the  District  of  Co¬ 
lumbia  issued  an  order  permanently  en¬ 
joining  the  Commissioner  from  issuing 
the  regulations  “without  complying,  as  a 
condition  precedent,  with  the  require¬ 
ments  of  section  553  of  the  Adminis¬ 
trative  Procedme  Act,  5  U.S.C.  553.” 
American  College  of  Neuropsychophar^ 
macoVogy  v.  Weinberger,  et  aL,  Civil  Ac¬ 
tion  No.  75-1187.  Accordingly,  in  a  no¬ 
tice  published  in  the  Federal  Register 
of  August  4,  1975  (40  FR  32750),  the 
Commissioner  stashed  the  effectiveness  (ff 
the  regulations  until  further  notice.  Pur¬ 
suant  to  the  Court’s  Order,  the  Commis¬ 
sioner  had  the  Court’s  Findings  of  Fact, 


Conclusions  of  Law,  and  Order  published 
In  the  Federal  Register  of  August  6, 
1975  (40  FR  33063).  Rather  than  appeal 
the  District  Court’s  ruling,  the  Commis¬ 
sioner  concluded  that  the  ydser  course 
would  be  to  republish  the  May  27  reg¬ 
ulations  as  a  proposal.  This  was  done 
on  September  3, 1975  (40  FR  40681) ,  and 
30  additional  days  were  allowed  for 
comment. 

When  the  full  set  of  procedural  regu¬ 
lations  was  republished  as  a  proposal  for 
comment,  the  Commissioner  recognized 
that  it  might  ultimately  prove  desir¬ 
able  to  issue^indivdual  subparts  as  sep¬ 
arate  final  orders.  The  relative  sparsity 
of  comments  on  Subparts  E,  F,  and  G, 
together  with  the  greater  attention  paid 
to  other  provisions  of  the  proposed  reg¬ 
ulations,  makes  it  appropriate  to  issue 
•  these  subparts  as  final  regulations  with¬ 
out  waiting  for  the  completion  of  the 
remaining  subparts  of  the  September  3, 
1975  proposal.  Publication  of  Subparts 

E,  F,  and  G  will  also  enable  the  agency 
to  convene  hearings  of  the  types  pro¬ 
vided  for  with  assurance  that  all  partici¬ 
pants  will  be  governed  by  the  same  pro¬ 
cedural  requirements. 

The  following  paragraphs  summarize 
the  comments  received  on  Subparts  E, 

F,  and  G  and  the  Commissioner’s  re¬ 
sponse  to  each,  as  well  as  certain  revi¬ 
sions  in  the  proposed  regulations  or  pre¬ 
amble  and  additional  explanation  of  the 
regulations  made  by  the  Commissioner 
on  his  own  initiative.  The  Commissoner 
is  issuing  the  revisions  as  part  of  the 
final  regulations  because  they  are  an  in¬ 
trinsic  part  of  the  regulations;  it  is  in 
the  public  interest  to  implement  the  reg¬ 
ulations  as  a  whole  without  further  de¬ 
lay.  Furthermore,  as  indicated  in  the 
comments,  several  of  the  revisions 
simply  clarify  the  meaning  of  the  reg¬ 
ulations  as  proposed.  ’The  Commissioner 
invites  comments  on  the  revisions  prior 
to  the  effective  date  of  the  regulations, 
and  will  carefully  consider  any  such 
comments  received. 

Public  Hearing  Before  the  Commis¬ 
sioner  (Subpart  E) 

1.  The  sole  comment  received  on  Sub¬ 
part  E  related  to  §  2.403(a)  (21  cm 
2.403(a)).  It  suggested  that  any  indi¬ 
vidual  designated  to  conduct  a  public 
hearing  be  required  to  be  both  unbiased 
and  free  from  any  conflict  of  interest 
regarding  the  matter  to  be  heard.  It  fur¬ 
ther  urged  that  “appropriate”  provision 
be  made  for  the  separation  of  prosecu¬ 
torial  and  taivestigative  functions  from 
the  fimction  of  presiding  at  a  hearing. 

The  Qxnmissioner  concludes  Uiat  it 
would  be  redimdant  to  establish  conflict 
of  interest  requirements  for  presiding 
officers  because,  as  federal  employees, 
they  are  already  subject  to  criminal  pro¬ 
hibitions  and  r^:ulations  with  respect  to 
conflict  of  mterest;  e.g..  under  18  U.S.C. 
208  and  Subpart  G  of  this  part.  It  is 
clear  that  a  presiding  officer  must  be  a 
federal  employee  from  both  the  preamble 
and  the  reference  in  §  2.403  (a)  in  c(m- 
juncUon  with  the  term  “other  Food  and 
Drug  Administration  employees.” 

Safeguards  to  ensure  imbiased  ccm- 
sideration  are  appropriate  in  proceedings 


that  directly  affect  particular  Interests 
and  that  are  to  be  decided  on  a  limited 
evidentiary  record.  The  Commissioner 
has  proposed  to  impose  requirements  of 
this  type  with  respect  to  other  proceed¬ 
ings  governed  by  Part  2  even  though  they 
are  not  statutorily  mandated.  See,  e.g., 
12.505(b)  (21  CTR  2.505(b)),  published 
below,  and  proposed  §  2.13  (21  CFR  2.13) . 
These  requirements,  however,  are  unsuit¬ 
able  for  public  hearings  imder  Subpart 
E  as  these  hearings  concern  broad  issues 
of  g«ieral  applicability.  See  K.  Davis, 
Administrative  Law  Text,  §  13.05  (1972). 

The  Commissioner  emphasizes  that 
public  hearings  are  provided  in  addition 
to  other  procedural  rights  and  are  not  a 
compelled  alternative  to  any  other  pro¬ 
cedure  prescribed  by  statute.  The  public 
heming  governed  by  Subpart  E  has  been 
modeled  on  the  legislative  hearing.  It  is 
designed  to  afford  members  of  the  public 
an  oppmtunity,  not  otherwise  available, 
to  present  Uieir  views  directly  to  respon¬ 
sible  officials.  The  usefulness  of  this  pro¬ 
cedure  in  other  agencies  has  recently 
beoi  described  in  Stephen  F.  Williams’ 
“Hybrid  Rulemaking  Under  the  Adminis¬ 
trative  Procedure  Act:  A  Legal  and  Em¬ 
pirical  Analysis,”  University  of  Chicago 
Law  Review,  42:401-451,  1975.  If  officials 
responsible  for  agency  decisions  were  ex¬ 
cluded  from  conducting  a  public  hearing, 
and,  presumably,  from  participating  in 
the  subsequent  decision,  the  Commis¬ 
sioner  would  often  be  deprived  of  the  ad¬ 
vice  of  those  within  the  agency  who  are 
best  Informed  about  a  particular  matter. 
If  separation  of  functions  and  similar  re¬ 
quirements  became  applicable  whenever 
FDA  conducted  any  type  of  public  hear¬ 
ing,  the  utility  of  the  hearings  would 
diminish.  Accordingly,  the  Commis- 
skmer  rejects  the  balance  of  this  com¬ 
ment. 

2.  The  Commissioner,  on  his  initiative, 
is  clarifying  the  circumstances  imder 
which  persons  attending  a  public  hear¬ 
ing  may  ask  questions.  Section  2.403  per¬ 
mits  only  the  presiding  officer  and  other 
officials  serving  on  a  panel  to  ask  ques¬ 
tions  of  persons  making  presentations  at 
the  hearing.  The  Commissioner  points 
out  that  it  is  within  the  presiding  officer’s 
authmrtty  in  conducting  the  hearing  to 
permit  or  invite  those  attending  the 
hearing  to  submit  written  questions  to 
him,  which  he  and  the  other  panel  mem¬ 
bers  may  use  in  asking  questions  at  the 
hearing.  This  process  provides  for  orderly 
and  meaningful  dialogue  on  the  agency 
actkm  under  consideration  and  is  clearly 
permissible  under  the  regulations  as  pro¬ 
posed. 

Regulatory  Hearing  Before  the  Food 

AND  Drug  Administration  (Subpart 

F) 

3.  One  comment,  directed  at  §§  2.510 
and  2.511  (21  CFR  2.510  and  2.511), 
urged  that  those  notified  of  an  oppor¬ 
tunity  for  regulatory  hearing  be  given  at 
least  10  days  from  receipt  of  the  notice 
of  opportimity  for  hearing  to  request  a 
hearing,  rather  than  a  minimum  of  3 
days  as  m'oposed.  The  3 -day  time  period 
was  described  as  “not  adequate  oppor¬ 
tunity  for  a  party  to  respond.” 
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The  Commissioner  concludes  that  3 
days  should  generally  be  adequate  for  a 
decision  to  request  a  hearing.  Extensive 
preparation  is  not  needed  for  such  a  de¬ 
cision,  and  the  request  can  be  withdrawn 
if  on  further  analysis  a  hearing  proves 
unnecessary.  The  3 -day  response  time 
will  facilitate  a  prompt  resolution  when 
expedition  is  needed.  Furthermore,  the 
3 -day  time  period  is  a  minimum  require¬ 
ment;  more  time  will  be  provided  when 
it  is  feasible  to  do  so  and  additional  time 
is  required  for  a  Mrson  to  assess  ade¬ 
quately  whether  a  hearing  is  desired. 

4.  Two  comments  objected  to  proposed 
§  2.511(e)  (§  2.511(f)  in  this  final  regu¬ 
lation)  on  ^e  groimds  that  it  does  not 
comport  with  due  process  and  estab¬ 
lishes  too  broad  a  basis  for  permitting 
the  Commissioner  to  take  action  prior  to 
a  hearing.  The  comments  contended  that 
no  single  standard  should  be  established 
to  goven  sununary  action  under  the  var¬ 
ious  statutes  pursuant  to  which  regula¬ 
tory  hearings  may  be  held.  Alternatively, 
the  comments  argued,  if  a  single  stand¬ 
ard  is  to  be  retained,  it  should  permit 
summary  action  only  when  there  is  an 
“imminent  hazard  to  the  public  health.” 
Moreover,  it  was  claimed,  persons  af¬ 
fected  should  have  an  opportunity  to 
comment  in  advance  on  whether  action 
should  be  taken  before  a  hearing  and 
should  be  guaranteed  a  hearing  within  5 
days  of  the  time  the  action  is  taken. 

The  Commissioner  rejects  the  com¬ 
ments.  Proposed  §  2.511(e)  (2.511(f)  of 
this  final  regulation)  permits  summary 
action  in  the  absence  of  a  contrary  stat¬ 
utory  provision  only  when  such  action  is 
necessary  to  protect  the  public  health. 
This  standard  is  an  appropriate  general 
basis  for  sxunmary  action;  It  requires 
that  in  order  to  justify  summary  action 
there  must  be  a  sufficient  overriding  pub¬ 
lic  health  Interest  at  stake  that  could 
not  be  protected  If  the  regulatory  hear¬ 
ing  were  required  to  be  held  first.  The 
comments  asserting  that  no  tmiform 
standard  is  applicable  failed  to  identify 
any  statute  or  statutes  administered  by 
FDA  that  require  unique  criteria. 

The  comments  are  clearly  wrong  In 
claiming  that  the  standard  adopted  per¬ 
mits  summary  action  in  virtually  every 
instance.  It  Is  a  strict  standard  that  re¬ 
quires  the  agency  to  determine  in  each 
instance  that  action  is  necessary  prior  to 
the  completion  of  the  hearing  process  In 
order  to  protect  the  public  health.  This 
test  is  consistent  with  the  requirements 
of  due  process,  as  discussed  In  the  pre¬ 
amble  to  the  proposed  regvdation. 

The  “inuninent  hazard"  standard, 
which  the  comments  advocated,  would  be 
inappropriate.  The  standard  is  not  ttie 
one  articulated  by  the  courts  as  the  con¬ 
stitutional  test.  As  a  formulation.  It  Is 
susceptible  to  too  great  an  emphasis  on 
imm^acy  of  Injury  rather  than  gravity 
of  the  risk  or  the  number  of  persons  ex¬ 
posed  to  the  risk.  The  “imminent  hazard” 
standard  appears  In  sections  505(e)  and 
512(e)  of  the  act  (21  U.S.C.  355(e)  and 
360b  (e) )  and  has  been  read  restrlctlvely. 


The  Commissioner  has  never  had  occa¬ 
sion  to  recommend  summary  action  un¬ 
der  these  statutory  provisions  because 
the  standard  is  strict  and,  because  in 
real  emergencies,  manufacturers  grener- 
ally  have  not  contested  the  agency’s  de¬ 
mand  for  prompt  action. 

The  Commissioner  also  rejects  the  sug¬ 
gestion  that  an  opportunity  for  comment 
be  given  before  summary  action  is  taken. 
The  Commissioner  intends  to  take  sum¬ 
mary  action  only  when  time  does  not 
permit  delay  for  the  Informal  procedures 
provided  in  Subpart  F.  An  expedited, 
truncated  procedure  would  delay  action 
and  serve  little  purpose.  The  Commis¬ 
sioner  will  provide  a  hearing  as  soon  as 
possible  after  action  is  taken,  but  it  is 
impractical  to  specify  precisely  the  time 
for  the  hearing. 

5.  Acting  on  his  initiative,  the  Commis¬ 
sioner  is  amending  *  2.501  (21  CFR  2.501) 
by  adding  paragraph  (a)  (3)  to  make  it 
clear  that  regulatory  hearings  are  not 
available  with  respect  to  factory  Inspec¬ 
tions,  recalls,  regulatory  letters,  and  sim¬ 
ilar  compliance  activities  related  to  the 
agency’s  law  enforcement  role.  Enforce¬ 
ment  matters  were  specifically  excluded 
from  the  definition  of  administrative  ac¬ 
tion  in  §  2.3  (21  CFR  2.3)  of  the  pro¬ 
cedural  regulations  as  proposed.  The 
term  “regulatory  action”  as  used  in  Sub¬ 
part  P  incorporated  this  definition  of  ad¬ 
ministrative  action  and  its  exclusion  of 
enforcement  actions.  Because  the  defini¬ 
tional  section  is  not  being  issued  at  this 
time,  the  Commissioner  believes  it  will 
forestall  possible  confusion  to  state  this 
exemption  expressly  in  Subpart  P.  The 
revision  is  being  issued  as  a  final  regula¬ 
tion  because  it  simply  restates  the  mean¬ 
ing  of  the  regulations  as  proposed. 

6.  The  Commissioner,  on  his  own  Initi¬ 
ative,  is  adding  §  2.502  (21  C7FR  2.502) 
to  clarify  the  effect  of  a  delegation  of  au¬ 
thority  upon  the  procedures  for  regula¬ 
tory  hearings  in  Subpart  P.  The  func¬ 
tions  of  the  CommissicHier  under  Sub¬ 
part  F,  Including  issuance  of  the  decision 
after  the  hearing  pursuant  to  §  2.511(g), 
may  be  performed  by  any  of  the  officials 
to  whom  he  has  delegated  his  authority 
with  respect  to  the  matter  under  Part  5 
(21  cm  Part  6) .  This  result  was  Intend¬ 
ed  xmder  Subpart  F  as  proposed.  Subpart 
F  was  headed  Regulatory  Hearing  Be¬ 
fore  the  Food  and  Drug  Administration 
because  the  Commissioner’s  role  had 
been  delegated  In  several  instances.  Sec¬ 
tion  2.3  of  the  proposed  procedural  reg¬ 
ulations  also  made  this  clear,  but  since 
that  section  is  not  being  promulgated  at 
this  time,  the  Commissioner  believes  a 
specific  clarification  in  Subpart  F  will 
avoid  possible  confusion. 

7.  The  Commissioner  has  revised 
§  2.505(b)  to  provide  that  the  Commis¬ 
sioner  may  designate  a  presiding  officer 
subordinate  to  him  even  if  the  Commis¬ 
sioner  has  participated  in  the  matter. 
Without  this  revision,  the  Involvement  of 
the  Commissioner  in  the  decision  to  Initi¬ 
ate  a  Subpart  F  hearing,  held  at  his  dis¬ 
cretion,  mlfidit  argiiably  have  precluded 
the  ai^xrintment  of  any  of  his  subordi¬ 
nates  to  preside.  In  most  Instances,  this 


would  have  disqualified  virtually  all 
agency  employees,  a  result  not  intended 
when  Subpart  F  was  proposed  and  a  re¬ 
sult  not  necessary  to  ensure  a  fair  deci¬ 
sion. 

The  revision  is  not  limited  in  its  ap¬ 
plicability,  however,  solely  to  regulatory 
hearings  held  at  the  initiative  of  the 
Commissioner.  The  Commissioner’s  in¬ 
volvement  in  a  Subpart  F  hearing,  re¬ 
gardless  of  type,  is  ordinarily  of  a  gen¬ 
eral  supervisory  nature  and  would  not 
give  rise  to  bias  or  prejudice.  In  formal 
evidentiary  public  hearings,  the  Admin¬ 
istrative  Procedure  Act  (5  U.S.C.  554) 
only  precludes  the  presiding  officer  from 
being  subordinate  to  those  engaged  in 
the  performance  of  investigative  or 
prosecuting  functions,  and  even  this  re¬ 
striction  is  inapplicable  to  the  agency 
and  those  who  constitute  the  agency. 
The  Supreme  Court  has  decided  that  the 
combination  of  investigative  and  adjudi¬ 
cative  functions  does  not  necessarily  vio¬ 
late  due  process,  Withrow  v.  Larkin,  421 
U.S.  35  (1975). 

Nevertheless,  to  avoid  any  questions 
about  the  fairness  of  the  hearing,  the 
Commissioner  intends,  in  the  case  of  reg¬ 
ulatory  hearings  held  pursuant  to  reg¬ 
ulations  listed  in  §  2.500(b)  (21  CFR 
2.500(b) ),  to  arrange  matters,  whenever 
possible,  so  that  it  will  not  be  necessary 
to  appoint  a  presiding  officer  subordi¬ 
nate  to  the  Commissioner  when  the 
Commissioner  has  had  any  participation 
in  the  action.  There  are  various  arrange¬ 
ments  to  achieve  this  result.  For  exam¬ 
ple,  the  decision  to  Initiate  the  action 
leading  to  a  r^ulatory  hearing  might  be 
made  by  a  subordinate  official  without 
any  review  by  the  Commissioner.  When 
the  Commissioner’s  functions  imder 
Subpart  F  have  been  delegated  to  an¬ 
other  official,  such  as  a  Bxueau  Director, 
there  will  ustially  be  many  officials  with¬ 
in  the  agency  who  are  not  subordinate 
to  the  delegate  and  who  can  be  desig¬ 
nated  as  the  presiding  officer  in  case  the 
delegate  has  participated  in  the  action, 
e.g.,  an  official  in  the  Office  of  the  Com¬ 
missioner  or  in  another  Bureau.  The 
Commissioner  believes,  therefore,  that  it 
wiU  rarely  be  necessary,  in  a  regulatory 
hearing  held  pursuant  to  regulation,  to 
appoint  a  presiding  officer  subordinate 
to  the  Commissioner  or  his  delegate 
when  the  Commissioner  or  the  delegate 
has  had  some  prior  participation  in  the 
action;  such  a  designation  will  be  made 
only  after  a  finding  that  there  is  no  other 
feeble  way  to  conduct  the  proceeding 
and  to  safeguard  the  public  Interest. 

8.  Also  on  his  initiative,  the  Commis¬ 
sioner  is  amending  §  2.512(a)  to  provide 
that  regulatory  hearings  be  made  public 
except  when  specified  conditions  are  met. 
As  proix)sed,  S  2.512(a)  provided  that 
regiilatory  hearings  would  be  closed  ex¬ 
cept  when  the  party  seeking  the  hearing 
requested  that  they  be  public.  This  was 
done  primarily  because  some  of  the  mat¬ 
ters  on  which  regulatory  hearings  are 
^eld  concern  allegations  of  improprieties 
by  Individuals  and  a  public  hearing  on 
allegations  that  prove  unsubstantiated 
might  constitute  an  Invasion  of  privacy. 
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Closed  hearings  would  also  protect 
against  disclosure  of  trade  secrets  and 
safeguard  open  investigatory  files. 

The  Commissioner  has  reevaluated  this 
matter  and  concludes  that  not  all  reg¬ 
ulatory  hearings  will  present  these 
groimds  for  closing  the  hearing.  Hear¬ 
ings  should  be  closed  to  safeguard  the 
privacy  of  a  participant  in  a  hearing  or 
to  protect  trade  secrets  only  if  the  party 
concerned  desires  such  protection.  The 
Commissioner  does  not  believe  that  pri¬ 
vate  hearings  are  necessary  to  ensiue 
that  the  hearings  are  conducted  in  an 
informal  manner.  Furthermore,  making 
regulatory  hearings  open  to  the  public 
Is  beneficial  because  it  promotes  public 
imderstanding  and  accountability.  Ac¬ 
cordingly,  under  the  revised  regulation, 
all  hearings  will  be  public  unless  speci¬ 
fied  grounds  exist.  These  grounds  relate 
to  considerations  recognized  under  the 
Freedom  of  Information  Act  as  being 
suflQcient  to  justify  nondisclosure  of  rec¬ 
ords  to  the  public.  The  Commissioner  be¬ 
lieves  it  is  appropriate  to  close  hearings 
involving  serious  all^ations  of  miscon¬ 
duct  by  an  individual  in  order  to  protect 
his  privacy.  In  personnel  actions  affect¬ 
ing  federal  employees,  hearings  are  gen¬ 
erally  closed  to  the  public  in  the  interest 
of  safeguarding  the  privacy  of  the  in¬ 
dividual  in  accordance  with  5  CFR 
772.307.  Hearings  may  also  be  closed  on 
the  initiative  of  the  Commissioner  to 
protect  the  privacy  of  someone  not  a  par¬ 
ticipant,  e.g.,  the  medical  records  of  a 
patient  whose  treatment  is  at  issue  in  a 
hearing  concerning  an  investigational 
new  drug. 

A  correction  has  been  made  in  §  2.512 
(a)  (3)  to  cross  reference  to  §  2.22(a) 
rather  than  §  2.21(a)  as  proposed. 

9.  Acting  on  his  initiative,  the  Com¬ 
missioner  is  adding  a  new  §  2.511(e)  to 
ensure  that,  when  feasible,  each  partici¬ 
pant  in  a  regulatory  hearing  receives 
advanoe  notice  of  written  material  to  be 
r^ied  on  by  the  other  side  and  a  copy, 
if  needed.  If  it  is  not  feasible  to  do  so, 
additional  time  after  the  hearing  is  to 
be  provided,  if  time  permits,  for  the  sub- 
mi^ion  of  comments  on  the  material.  The 
requir«nent  would  apply  to  both  FDA 
and  the  private  party  requesting  the 
hearing. 

10.  The  Commissioner,  on  his  own  ini¬ 
tiative,  is  adding  a  new  §  2.521(f)  to 
clarify  the  point  that  the  presiding  of¬ 
ficer  at  a  regulatory  hearing  shall  pre¬ 
pare  a  recommended  decision  unless  the 
Commissioner  specifically  directs  him  to 
prepare  only  a  report  of  the  hearing.  It 
is  anticipated  that  in  all  but  iinusual  in¬ 
stances  the  presiding  oflScer  will  prepare 
a  recommended  decision.  This  will  assure 
parties  to  a  r^ulatory  hearing  that  the 
person  who  actually  hears  witnesses  and 
listens  to  arguments  will  play  an  in- 
fiuential  role  in  the  agency’s  ultimate  de¬ 
cision. 

11.  New  paragrai^  (f )  of  §  2.512  also 
requires  the  presiding  officer  to  include, 
as  part  oi  his  report  of  the  hearings, 
findi;xgs  with  respect  to  the  credibility 
of  witnesses,  other  than  expert  witnesses, 
whenever  credibility  is  a  material  issue. 
In  many,  if  not  most,  regulatory  hear¬ 


ings  the  credibility  of  witnesses  is  not 
likely  to  be  material.  The  issues  ordinari¬ 
ly  will  Involve  the  interpretation  of 
scientific  data  and  the  weighing  of 
scientific  findings.  Where,  however,  the 
agency  proposes  to  take  action  on  the 
basis  of  contested  historical  facts,  such 
as  whether  a  clinical  investigator  ob¬ 
tained  the  informed  consent  of  subjects 
or  falsified  records,  witness  credibility 
may  be  critical.  It  is  appropriate  in  such 
instances  that  the  presiding  officer,  who 
will  have  had  an  opportunity  to  observe 
the  witnesses  and  evaluate  their  cred¬ 
ibility,  be  required  to  make  findings  on 
this  issue. 

12.  Questions  have  arisen  as  to  the  ac¬ 
curacy  of  the  statement  made  in  the 
preamble  to  the  proposed  regulations 
in  the  Federal  Register  of  September  3, 
1975  (40  FR  40713)  that  “itlhe  Food  and 
Drug  Administration  would  have  the 
burden  of  proof  in  any  hearing  con¬ 
ducted  pursuant  to  the  specific  provi¬ 
sions  listed  in  §  2.500(b).”  The  Commis¬ 
sioner  advises  that  the  burden  of  proof 
in  any  hearing  conducted  under  those 
provisions  will  be  determined  in  ac¬ 
cordance  with  the  statutory  require¬ 
ments  governing  the  administrative 
action  at  issue.  The  Food  and  Drug  Ad¬ 
ministration  will  not  always  have  the 
burden  of  proof  on  the  underlying  action 
that  is  the  subject  of  the  hearing.  For 
example,  in  a  regulatory  hearing  pur¬ 
suant  to  the  regulation  listed  in  §  2.500 
(b)  (23),  the  burden  of  proof  will  be  al¬ 
located  in  accordance  with  42  U.S.C. 
263g.  In  any  regulatory  hearing,  how¬ 
ever,  regardless  of  how  the  burden  of 
proof  is  allocated,  FDA  will  have  to  state 
its  reasons  for  proposing  or  taking,  or 
refraining  from  taking,  the  action  that 
is  the  subject  of  the  hearing  and  will 
have  to  provide  sufiBcient  information  to 
support  its  action  under  the  applicable 
law. 

13.  The  Commissioner  is  adding  a  new 
§  2.512(g)  that  makes  explicit  the  pre¬ 
siding  officer’s  authority  to  conduct  a 
regulatory  hearing  in  any  suitable  man¬ 
ner  that  is  not  in  conflict  with  law  or 
these  regulations.  The  presidiiig  officer 
shall  have  the  power  and  duty  to  enforce 
these  regulations,  make  such  rulings  and 
take  such  actions  as  are  necessary  to  run 
the  hearing  fairly,  expeditiously,  and 
impartially,  and  to  maintain  order  at  the 
hearing. 

The  Commissioner  emphasizes  that 
regulatory  hearings  pursuant  to  Subpart 
F  are  intended  to  be  informal  hearings. 
While  §  2.512  provides  for  cross-exam¬ 
ination,  the  format  for  conducting  cross- 
examination  need  not  be,  and  should  not 
ordinarily  be,  the  adversarial  format  used 
in  courtroom  proceedings.  ’The  presiding 
officer  may  adopt  any  fair  arrangement 
that  provides  participants  an  opportunity 
to  ask  relevant  questions.  He  may,  for 
example,  provide  that  all  questioning 
occur  after  witnesses  have  made  their 
presentations,  or  provide  for  submission 
in  writing  of  the  questions  to  be  asked  at 
a  hearing.  The  technical  rules  of  evidence 
are  not  applicable,  and  the  presiding  offi¬ 
cer  should  liberally  permit  the  submis¬ 
sion  of  relevant  information.  However, 


information  does  not  have  to  be  received 
if  it  is  not  germane  to  any  matter  at 
issue  in  the  hearing  nor  need  a  hearing 
be  provided  if  the  participant  has  fully 
conceded  the  existence  of  circumstances 
that  justify  regulatory  action.  For  exam¬ 
ple,  if  a  hearing  is  available  solely  on 
whether  a  regulation  has  been  violated, 
a  participant  w)ao  conceded  that  a  viola¬ 
tion  occurred  need  not  be  provided  a 
regulatory  hearing  on  a  contention  that 
the  underlying  regulation  is  invalid  or 
unwise. 

14.  Section  2.513  has  been  revised  to 
clarify  that  the  administrative  records  of 
the  regulatory  hearing  and  the  adminis¬ 
trative  proceeding  include  all  the  mate¬ 
rial  contemplated  by  Sul^rt  F.  A  cor¬ 
rection  wUl  be  made  in  §  2.11(f)  (21  CFR 
2.11(f))  to  refer  to  §  2.513(c)  (21  CFR 
2.513(c))  rather  than  §  2.513(a). 

Standards  op  Conduct  and  Conflict  of 
Interest  (Subpart  G) 

15.  No  comments  were  received  on 
Subpart  G,  and  it  v,’ill  go  into  effect  as 
proposed,  except  for  a  correction  in 
5  2.612  (21  CFR  2.612)  to  cross-reference 
§  2.20(b)  (21  (TFR  2.20(b) )  rather  than 
to  §  2.19(b)  (21  CFR  2.19(b)). 

Conforming  (Changes  in  Other  Food  and 

Drug  Administration  Regulations 

16.  The  proposed  regulations  on  ad¬ 
ministrative  practices  and  procedures 
contained  proposed  conforming  changes 
in  numerous  existing  regulations  of  the 
agency.  The  Commissioner  is  promulgat¬ 
ing  at  this  tjme  the  regulations  in  which 
conforming  changes  were  made  relating 
to  Subpart  F.  No  comments  were  received 
on  these  regulations,  and  they  are  being 
issued  substantially  as  proposed. 

17.  A  change  has  been  made  in  para¬ 
graph  c)  of  §  312.1  (21  CFR  312.1)  to 
allow  officials  in  addition  to  the  Bureau 
Director  to  send  out  notices  and  provide 
an  informal  opportunity  for  an  explana¬ 
tion.  ’This  revlsiom  would  allow  the  Bu¬ 
reau  Director  to  be  uninvolved  in  the  ini¬ 
tial  steps  of  a  pnx^edlng.  A  similar 
change  has  been  made  in  paragraph  (c) 
of  §  511.1  (21  CFR  511.1(c) ) . 

18.  A  correction  is  being  made  in  para¬ 
graph  (d)  of  §  312.1  to  refiect  the  fact 
that,  under  21  CFR  5.39,  several  officers 
within  the  Bureau  of  Drugs  are  author¬ 
ized  to  issue  the  notices  referred  to  in 
that  paragraph.  ’The  reference  to  a  regu¬ 
latory  hearing  before  the  Commissioner 
in  paragraph  (d)  of  §  312.1  has  also  been 
corrected  to  refer  instead  to  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration. 

19.  A  revision  of  §  312.1(g)  was  pub¬ 
lished  in  the  Federal  Register  of  August 
13,  1975  (40  FR  33971).  ’The  Commis¬ 
sioner  concludes  that  no  further  revision 
is  necessary.  Therefore,  the  Commis¬ 
sioner  is  withdrawing  proposed  revision 
of  §  312.1(g)  that  appear^  in  the  Fed¬ 
eral  Register  of  September  3,  1975. 

20.  Certain  of  the  regulations  in  Sub¬ 
parts  E,  F,  and  G  contain  references  to 
other  sections  of  the  proposed  procedural 
regulations  that  have  not  yet  been  pub¬ 
lished  in  final  form.  For  the  purpose  of 
maintaining  the  substantive  Integrity  of 
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Subparts  E,  P.  and  G  as  adopted,  all  ref¬ 
erenced  sections  and  subparts  of  the 
proposed  procedural  regulations  not 
ad<H>ted  in  final  form  are  being  adopted 
as  proposed  as  interim  procedures. 
Should  any  of  these  cross-referenced 
sections  be  omitted  or  renumbered  when 
other  sul^rts  are  finally  published,  or 
cease  to  be  germane,  appropriate  modifi¬ 
cations  in  the  provisions  of  Sul^iarts  E, 
P,  and  G  will  be  made  at  that  time. 

21.  On  his  own  initiative,  the  Com¬ 
missioner  is  clarifying  the  obligation  of 
FDA  to  observe  the  proposed  regulations 
on  administrative  practices  and  proce¬ 
dures,  published  in  the  Federal  Register 
of  September  3,  1975,  before  their  adop¬ 
tion  as  final  regulations.  This  clarifica¬ 
tion  is  primarily  relevant  to  the  obliga¬ 
tion  of  PDA  to  observe  proposed  new 
Subparts  A  and  D,  and  proposed  revised 
Subpart  B,  which  are  the  only  proposed 
subparts  that  have  not  yet  been  promul¬ 
gated  as  final  regulations. 

In  the  preamble  to  the  September  1975, 
proposal,  the  Commissioner  stated  his 
view  that  the  agency  is  permitted  to  fol¬ 
low  procedures  contained  in  the  proposed 
regulations  that  it  had  been  observing 
or  could  have  observed  without  regula¬ 
tions.  Thus,  it  has  always  been  clear  that 
FDA  had  the  option  to  observe  some  of 
the  procedures  set  forth  In  the  prop>osed 
regulations.  Questions  have  arisen,  how¬ 
ever,  about  whether  FDA  is  required  to 
observe  those  proposed  procedures.  The 
Commissioner  advises  that  FDA  em¬ 
ployees  are  expected  to  continue  to  fol¬ 
low  those  procedures  contained  in  the 
proposed  regulations  which  were  already 
established  agency  practice  when  the 
regulations  were  Initially  promulgated, 
in  the  Federal  Register  of  May  27,  1975. 
Procedures  found  in  the  proposed  regu¬ 
lations  which  were  not  established 
agency  practice  on  that  date  are  not  re¬ 
quired  to  be  observed  by  FDA  employ¬ 
ees:  iu  such  cases,  the  proposed  regula¬ 
tions  may  be  regarded  as  a  statement 
of  the  Commissioner’s  preliminary  non¬ 
binding  views  of  what  would  be  desir¬ 
able  practice.  This  clarification  in  no 
way  alters  the  Commissioner’s  position 
that,  before  the  final  adoption  of  the 
proposed  regulations,  the  agency  will 
not  Implement  any  proposed  procedure 
that  would  alter  the  exMing  procedural 
rights  and  interests  of  persons  outside 
the  agency  if  the  procedure  could  not 
have  been  observed  without  a  regula¬ 
tion.  The  decision  whether  a  particular 
procedure  may  be  followed  will  continue 
to  require  the  exercise  of  Judgment  of 
those  agency  officials  immediately  in¬ 
volved. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  (Sec.  201  et  seq.,  52  Stat.  1040  ;  21 
nB.C.  321  et  seq.),  the  Public  Health 
Service  Act  (sec.  1  et  seq.,  58  Stat.  682, 
as  amended;  42  nB.C.  201  et  seq.) ,  the 
Comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970  (sec.  4,  84  Stat. 
1241;  42  U.S.C.  257a),  the  Controlled 
Substances  Act  (sec.  301  et  seq.,  84  Stat. 
1253;  21  UB.C.  821  et  seq.),  the  Federal 
Meat  Inspection  Act  (sec.409(b) ,  81  Stat. 


600;  21  U.S.C.  679(b) ) ,  the  Poultry  Prod¬ 
ucts  Inspection  Act  (see.  24(b) ,  81  Stat. 
807;  21  U.S.C.  467f  (b) ) ,  the  Egg  Products 
Inspection  Act  (sec.  2  et  seq.,  84  Stat. 
1620;  21  U.S.C.  1031  et  seq.),  the  Federal 
Import  Milk  Act  (44  Stat.  1101;  21 
U.S.C.  141  et  seq.) ,  the  Tea  Importation 
Act  (21  U.S.C.  41  et  seq.),  the  Federal 
Caustic  Poison  Act  (44  Stat.  1406;  15 
U.S.C.  401-411  notes),  the  Pair  Packag- 
ii^  and  Labeling  Act  (80  Stat.  1296;  1& 
U.S.C.  1451  et  seq.) ,  and  all  other  statu- 
tory  authority  delegated  to  him  (21  CTR 
5.1)  (recodification  published  in  the 
Federal  Register  of  June  15,  1976 
(24262)),  the  Commissioner  amends 
Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations  as  follows: 

PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

1.  By  amending  Part  2  to  add  Subparts 
E,  F,  and  G  to  read  as  follows: 

Subpart  E — Public  Hearing  Before  the 
Commissioner 

Sec. 

2.400  Scope  of  subpart. 

2.401  Notice  of  a  public  hearing  before  the 

Commissioner. 

2.402  Notice  of  appearance;  schedule  for 

hearing. 

2.403  Conduct  of  a  public  hearing  before 

the  Commissioner. 

2.404  Written  submission  pertaining  to  a 

public  hearing  before  the  Commis¬ 
sioner. 

2.405  Administrative  record  of  a  public 

hearing  before  the  Commissioner. 

2.406  Examination  of  administrative  record. 

Subpart  F — Regulatory  Hearing  Before  the  Food 
and  Drug  Administration 

2.500  Sc(^  of  subpart. 

2.501  Inapplicability  and  limited  appllca- 

bUlty. 

2.502  Commissioner. 

2.505  Presiding  officer. 

2.506  Right  to  counsel. 

2.510  Regulatory  hearing  on  the  Initiative 

of  the  (^nunlssloner. 

2.511  Regulatory  hearing  pursuant  to  regu¬ 

lation. 

2.512  Hearing  procedure. 

2.513  Administrative  record  of  a  regulatory 

hearing. 

2.514  Examination  of  administrative  record. 
2.615  Record  for  administrative  decision. 
2.516  Reconsideration  and  stay  of  action. 

2.620  Judicial  review. 

Subpart  G — Standards  of  Conduct  and  Conflicts 
of  Interest 

2.600  Scope  of  subpart. 

2.610  Reference  to  Department  regulations. 

2.611  Code  of  ethics  for  government  service. 

2.612  Pood  and  Drug  Administration  Con¬ 

flict  of  Interest  Review  Board. 

2.013  Duty  to  report  violation. 

2.620  Permanent  disqualification  of  former 

employees. 

2.621  Temporary  disqualification  of  former 

employees. 

AuTHoarrr:  The  Federal  Food,  Drug,  and 
Cosmetic  Act,  (Sec.  201  et  seq..  52  Stat.  1040; 
21  VSX3.  321  et  seq.) ,  tiie  Public  Health  Serv¬ 
ice  Act  (sec.  1  et  seq.,  68  Stat.  682,  as 
amended:  42  IT.5.C.  201  et  seq.),  the  Com¬ 
prehensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (see.  4.  84  Stat.  1241;  42 
XT.S.C.  257a),  the  Controlled  Substances  Act 
(see.  801  et  seq..  84  Stat.  1258;  81  nJ3.C.  821 
et  seq.),  the  Federal  Meat  Inspection  Act 
(sec.  409(b),  81  Stat.  600;  21  UJ3.C.  670(b)). 
the  Poultry  Products  Inspection  Act  (sec. 


24(b)).  82  Stat.  807;  21  U.S.C.  467f(b)).  the 
Egg  Products  Inspection  Act  (sec.  2  et  seq., 
84  Stat.  1620;  21  UB.C.  1031  et  seq.),  the 
Federal  Import  Milk  Act  (44  Stat.  1101;  21 
n.S.C.  141  et  seq.) .  the  Tea  Importation  Act 
(21  U.S.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406;  15  U.S.C.  401-411 
notes) ,  the  Fair  Packaging  and  Labeling  Act 
(80  Stat.  1296;  15  U.S.C.  1451  et  seq.) ,  and  all 
other  statutory  authority  delegated  to  him 
(21  CFR  5.1)  (recodlhcation  published  in  the 
Fedebal  Reoistkh  of  June  15,  1976  (24262) ). 

Subpart  E — Public  Hearing  Before  the 
Commissioner 

§  2.400  Scope  of  subpart. 

Subpart  E  governs  the  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  concludes,  in 
his  discretion,  that  it  is  in  the  public 
interest  to  permit  Interested  persons  to 
present  data,  information,  and  views  at 
a  public  hearing  on  any  particular  mat¬ 
ter,  or  class  of  matters,  of  Importance 
pending  before  the  Food  and  Drug  Ad¬ 
ministration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Pood  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  the  Commissioner.  Such  spe¬ 
cific  provisions  are  in  §  33().10(a)  (8)  of 
this  chapter  relating  to  review  of  the 
safety,  effectiveness,  and  labeling  of 
over-the-counter  drugs. 

(c)  A  person  who  has  right  to  an  op¬ 
portunity  for  a  formal  evidentiary  pub¬ 
lic  hearing  under  Subpart  B  of  this  Part 
waives  that  opportunity  and  in  lieu 
thereof  requests  pmrsuant  to  S  2.117  a 
public  hearing  before  the  Commissioner 
pursuant  to  this  Subpart  E,  and  the  Com¬ 
missioner,  in  his  discretion,  accepts  this 
request. 

§  2.401  Notice  of  a  public  hearing  be¬ 
fore  the  Commissioner. 

(a)  If  the  Commissioner  determines 
that  a  public  hearing  before  the  Com¬ 
missioner  should  be  held  on  any  matter, 
he  shall  publish  in  the  Federal  Regis¬ 
ter  a  notice  of  hearing  setting  forth  the 
following  information: 

(1)  If  the  hearing  is  pmsuant  to 
§  2.400  (a)  or  (b) : 

(1)  The  purpose  of  the  hearing  and 
the  subject  matter  to  be  considered.  If 
any  written  document  is  to  be  the  sub¬ 
ject  matter  of  the  hearing,  it  shall  be 
published  as  part  of  the  notice,  or  ref¬ 
erence  shall  be  made  to  it  if  it  has  al¬ 
ready  been  published  in  the  Federal  Reg¬ 
ister,  or  the  notice  shall  state  that  the 
document  is  available  from  the  Hearing 
Clerk  or  an  agency  employee  designated 
in  the  notice. 

(ii)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  in¬ 
formation  Shan  be  contained  in  a  subse¬ 
quent  notice  published  in  the  Federal 
Register. 

(2)  If  the  hearing  is  in  Ueu  of  a  formal 
evidentiary  hearing  pursuant  to  S  2.400 
(c),  an  of  the  information  described  in 
S  2.117(e)  of  this  Part. 

(b)  The  scope  of  the  hearing  shaU  be 
determined  by  the  notio6^  of  hearing  and 
any  specific  provisions  in  other  sections 
of  this  chapter.  If  any  such  specific  pro- 
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vision,  e.g.,  §  330.10(a)  (10)  ot  this  chap¬ 
ter,  limits  a  hearing  to  review  of  an  ex¬ 
isting  administrative  record,  data  and 
information  not  already  included  in  the 
record  shall  not  be  submitted  or  con¬ 
sidered  at  the.  hearing. 

2.402  Notice  of  api>eariin<'<- :  M-heiluIe 
for  hearing. 

<a)  The  notice  of  hearing  shall  pro¬ 
vide  interested  persons  an  opportunity  to 
file  a  written  notice  of  appearance  with 
the  Hearing  Clerk  within  a  specified 
period  of  time  in  the  form  and  pursuant 
to  the  requirements  specified  in  §  2.131. 
If  the  public  interest  requires  that  such 
a  hearing  be  conducted  within  a  short 
period  of  time,  the  notice  may  name  a 
specific  Food  and  Drug  Administration 
employee,  together  with  his  telephone 
number,  to  whom  an  oral  notice  of  ap¬ 
pearance  shall  be  given.  A  written  or  oral 
notice  of  appearance  shall  be  received 
by  the  Hearing  Clerk,  or  other  designated 
person,  by  the  close  of  business  of  the 
day  specified  in  the  notice. 

(b)  A  notice  of  appearance  shall  state 
the  approximate  amoimt  of  time  re¬ 
quested  by  the  person  for  his  presenta¬ 
tion.  Individuals  and  organizations  with 
common  interests  are  urged  to  consoli¬ 
date  or  coordinate  their  presentations. 

(c)  Promptly  after  expiration  of  the 
time  specified  in  the  notice  for  the  filing 
of  a  notice  of  appearance,  the  Commis¬ 
sioner  shall  determine  the  amoimt  of 
time  allocated  to  each  such  person  for 
his  oral  presentation  and  the  time  that 
oral  presentation  is  scheduled  to  begin. 
Each  such  person  shall  be  so  informed 
in  writing  or,  if  the  time  prior  to  the 
hearing  is  short,  by  telephone.  The  Com¬ 
missioner  may  require  Joint  presenta¬ 
tions  by  persons  with  common  interests. 

(d)  The  Commissioner  shall  prepare 
a  hearing  schedule  showing  the  persons 
making  oral  presentations  and  the  time 
allotted  to  each  such  person,  which  shall 
be  filed  with  the  Hearing  Clerk  and 
mailed  or  telephoned  to  each  such  person 
and,  if  time  permits,  published  in  the 
Federal  Register. 

§  2.403  Conduct  of  a  public  hearing  be¬ 
fore  the  CommiMiKioner. 

(a)  The  Commissioner  or  his  designee 
shall  preside  at  the  hearing,  except  where 
specific  provisions  in  other  sections  of 
this  chapter  require  that  the  Commis¬ 
sioner  preside  personally.  The  presiding 
oflBcer  may  be  accompanied  by  other 
Food  and  Drug  Administration  employ¬ 
ees  or  other  Federal  government  em¬ 
ployees  designated  by  the  Commissioner, 
who  may  serve  as  a  panel  in  conducting 
the  hearing. 

(b)  The  hearing  shall  be  transcribed. 

(c)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  con¬ 
sistent  with  a  reasonable  and  orderly 
hearing.  A  person  may  be  accompanied 
by  any  number  of  additional  persons, 
and  may  present  any  written  data,  infor¬ 
mation,  or  views  for  inclusion  in  the 
record  of  the  hearing,  subject  to  the  re¬ 
quirements  of  ?  2.404. 


(d)  If  a  person  Is  not  present  at  the 
time,  specified  for  his  presentation,  the 
persons  following  will  i^ipear  in  order. 
An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  other  interested  persons 
attending  the  hearing  who  did  not  re¬ 
quest  an  opportunity  to  make  an  oral 
presentation  shall  be  given  an  opportu¬ 
nity  to  make  an  oral  presentation  at  the 
conclusion  of  the  hearing,  in  the  discre¬ 
tion  of  the  presiding  officer,  to  the  extent 
that  time  permits. 

(e)  The  presiding  officer  and  any  other 
persons  serving  with  him  as  a  panel  may 
question  any  person  during  or  at  the 
conclusion  of  his  presentation.  No  other 
person  attending  the  hearing  may  ques¬ 
tion  a  person  making  a  presentation.  The 
presiding  officer  may  allot  additional 
time  to  any  person  when  he  concludes 
that  it  is  in  the  public  interest,  but  may 
not  reduce  the  time  allotted  for  any 
p>erson  without  their  consent. 

(f)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data,  infor¬ 
mation,  and  views  shall  be  made  or  con¬ 
sidered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
information,  and  views.  No  participant 
may  interrupt  the  presentation  of  an¬ 
other  participant  at  any  hearing  for 
any  reason. 

§  2.404  Written  8ubn1i^^>ion8  pertaining 
to  a  public  hearing  before  the  Cont- 
nustiioner. 

Any  interested  person  may  submit 
data,  information,  or  views  on  the  matter 
that  is  the  subject  of  the  hearing  in  writ¬ 
ing  to  the  Hearing  Clerk,  pursuant  to 
§  2.5.  The  record  of  the  hearing  shall 
remain  open  for  15  days  after  the 
hearing  is  held  for  any  additional  writ¬ 
ten  submissions,  unless  the  notice  of  the 
hearing  specifies  otherwise  or  the  pre¬ 
siding  officer  rules  otherwise  at  the  hear¬ 
ing. 

§  2.405  Administrative  record  of  a  pub¬ 
lic  hearing  before  the  Commissioner. 

(a)  The  administrative  record  of  a 
public  hearing  before  the  Commissioner 
shall  consist  of  the  following: 

(1)  All  relevant  Federal  Register  no¬ 
tices,  including  any  documents  to  which 
they  refer. 

(2)  All  written  submissions  pursuant 
to  $  2.404. 

(3)  The  transcript  of  the  oral  hearing. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed  at  the  time 
specified  in  S  2.404. 

§  2.406  Examination  of  administrative 
record. 

The  availability  for  public  examination 
and  copying  of  each  document  which  is 
a  part  of  the  administrative  record  of 
the  healing  shall  be  governed  by  the  pro¬ 
visions  of  §  2.5(j) .  Each  document  which 
is  available  for  public  examination  or 
copying  shall  be  placed  on  public  display 
in  the  office  of  the  Hearing  Clerk 
promptly  upon  receipt  in  that  office. 


Subpart  F — Regulatory  Hearing  Before  the 
Food  and  Drug  Administration 

§  2.500  Scope  of  subpart. 

Subpart  F  governs  the  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  is  considering 
any  regulatory  action,  including  a  refusal 
to  act,  and  concludes,  in  his  discretion, 
on  his  own  initiative  or  at  the  suggestion 
of  any  person,  to  offer  an  opportunity 
for  a  regulatory  hearing  to  obtain  addi¬ 
tional  Information  before  he  makes  a 
decision  or  takes  action. 

(b)  Any  provision  in  any  regulation 
of  this  chapter  provides  any  person  with 
an  opportunity  for  a  hearing  with  respect 
to  any  regulatory  action,  including  pro¬ 
posed  action,  and  such  regulation  either 
specifically  provides  an  opportimity  for  a 
regulatory  hearing  pursuant  to  this  sub¬ 
part  or  provides  an  opportunity  for  a 
hearing  but  does  not  specify  the  pro¬ 
cedures  for  such  hearing  and  such  pro¬ 
cedures  are  not  specified  in  other  provi¬ 
sions  of  this  chapter.  Such  sections  are; 

( 1 )  Section  202.1  ( j )  (5) .  relating  to  ap¬ 
proval  of  prescription  drug  advertise¬ 
ments. 

(2)  Section  8.27(b) ,  relating  to  refusal 
to  certify  a  batch  of  a  color  additive. 

(3)  Section  8.28(b),  relating  to  sus¬ 
pension  of  certification  service  for  a  color 
additive. 

(4)  Section  8.33(a),  relating  to  use  of 
food  containing  a  new  color  additive. 

(5)  Section  10.5(1),  relating  to  a  tem¬ 
porary  permit  to  vary  from  a  food 
standard. 

(6)  Section  121.75(b),  relatii^  to  use 
of  food  containing  an  investigational 
food  additive. 

(7)  Section  511.1  (b)(5),  relating  to  use 
of  food  containing  an  investigational  new 
animal  drug. 

(8)  Section  511.1(c)(1),  relating  to 
termination  of  an  INAD  for  an  inves¬ 
tigator. 

(9)  Section  511.1  (c)(4)  and  (d),  re¬ 
lating  to  termination  of  an  INAD  for  a 
sponsor. 

(10)  Section  514.210,  relating  to  sus¬ 
pension  of  certification  service  for  a  vet¬ 
erinary  antibiotic  drug. 

(11)  Section  312.1(c)(1),  relating  to 
whether  an  investigator  is  entitled  to 
receive  investigational  new  drugs. 

(12)  Sections  312.1  (c)  (4)  and  (d),  re¬ 
lating  to  termination  of  an  IND  for  a 
sponsor. 

(13)  Section  312.9(c),  relating  to  ter¬ 
mination  of  an  IND  for  tests  in  vitro  and 
in  laboratory  research  animals  for  a 
sponsor. 

(14)  Section  429.50,  relating  to  sus¬ 
pension  of  certification  service  for  an 
insulin  drug. 

(15)  Section  431.52,  relating  to  sus¬ 
pension  of  certification  service  for  an 
antibiotic  drug. 

(16)  Section  433.2(d),  relating  to  ex¬ 
emption  from  certification  for  an  anti¬ 
biotic  drug. 

(17)  Section  433.12(b)(5),  relating  to 
an  exemption  from  labeling  for  a  certifi¬ 
able  antibiotic  drug. 
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(18)  Section  433.13(b),  relating  to  an 
exemption  from  manufacturing  use  for 
a  certifiable  antibiotic  drug. 

(19)  Section  433.14(b).  relating  to  an 
exemption  for  storage  for  a  certifiable 
antibiotic  drug. 

(20)  Section  433.15(b),  relating  to  an 
exemption  for  processing  for  a  certifiable 
antibiotic  dfug. 

(21)  Section  433.16(b),  relating  to  an 
exemption  for  repacking  for  a  certifiable 
antibiotic  drug. 

(22)  Section  1003.11(a)(3),  relating 
to  the  failure  of  an  electronic  product  to 
comply  with  an  applicable  standard  or 
to  a  defect  in  an  electronic  product. 

(23)  Section  1003.31(d),  relating  to 
denial  of  an  exemption  from  notification 
requirements  for  an  electronic  product 
which  fails  to  comply  with  an  applicable 
standard  or  has  a  defect. 

(24)  Section  1004.6,  relating  to  plan 
for  repurchase,  repair,  or  replacement 
of  an  electronic  product. 

(25)  Section  1210.30,  relating  to  de¬ 
nial,  suspension,  or  revocation  of  a  per¬ 
mit  under  the  Federal  Import  Milk  Act. 

(26)  Any  other  provision  in  the  regu¬ 
lations  in  this  chapter  under  which  a 
party  who  is  adversely  affected  by  regu¬ 
latory  action  is  entitled  to  an  opportu¬ 
nity  for  a  hearing,  and  no  other  proce¬ 
dural  provisions  In  this  part  are*by  regu¬ 
lation  applicable  to  such  hearing. 

§  2.501  Inapplicability  and  limited  ap¬ 
plicability. 

(a)  The  provisions  of  this  subpart  are 
inapplicable  to  the  following: 

(1)  Informal  presentation  of  views  be¬ 
fore  reporting  a  criminal  violation  pur¬ 
suant  to  section  305  of  the  act  and  §  1.6 
of  this  chapter,  and  section  5  of  the  Fed¬ 
eral  Import  Milk  Act  and  §  1210.31  of  this 
chapter. 

(2)  A  hearing  with  respect  to  a  refusal 
of  admission  of  a  food,  dnig,  device,  or 
cosmetic  pursuant  to  section  801(a)  of 
the  act  and  §  1.318  of  this  chapter,  or  of 
an  electronic  product  pursuant  to  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act  and  9  1005.20  of  this  chapter. 

(3)  Factory  inspections,  recalls,  regu¬ 
latory  letters,  and  similar  compliance 
activities  related  to  law  enforcement. 

(b)  The  provisions  of  this  subpart  are 
applicable  to  hearings  conducted  pur¬ 
suant  to  specific  procedural  provisions  in 
other  sections  of  this  chapter  to  the  ex¬ 
tent  that  the  provisions  of  this  subpart 
are  in  addition  to  the  provisions  in  such 
other  sections  and  not  in  confilct  with 
them,  e.g.,  the  right  to  counsel,  public 
notice  of  the  hearing,  reconsideration  and 
stay,  and  judicial  review.  Such  other 
sections  include  Subpart  A  of  Part  90  of 
this  chapter,  relating  to  emergency  per¬ 
mit  control. 

§  2.502  Commissioner. 

Whenever  the  Commissioner  has  dele¬ 
gated  authority  under  Part  5  of  this 
chapter  with  respect  to  a  matter  for 
which  a  regulatory  hearing  is  available 
under  this  subpart,  the  functions  of  the 
Commissioner  tmder  this  subpart  may  be 
performed  by  any  of  the  ofiQcials  to  whom 
the  authority  has  been  delegated. 


§  2.505  Presiding  officer. 

(a)  Any  Food  and  Drug  Administra¬ 
tion  employee  to  whom  the  Commissioner 
delegates  such  authority,  or  any  other 
agency  employee  designated  by  an  em¬ 
ployee  to  whom  such  authority  is  dele¬ 
gated,  may  serve  as  the  presiding  officer 
at  and  conduct  a  regulatory  hearing  pur¬ 
suant  to  the  provisions  of  this  subpart. 

(b)  The  presiding  officer  shall  be  free 
from  bias  or  prejudice  and  shall  not  have 
participated  in  the  investigation  or  ac¬ 
tion  that  is  the  subject  of  the  hearing 
or  be  subordinate  to  a  person,  other  than 
the  Commissioner,  who  has  participated 
in  such  investigation  or  action. 

(c)  A  different  presiding  officer  may 
be  substituted  for  the  one  originally  de¬ 
signated  pursuant  to  99  2.510  and  2.511 
without  notice  to  the  parties. 

§  2.506  Right  to  counsel. 

Any  party  to  a  hearing  pursuant  to  this 
subpart  shall  have  the  right  at  all  times 
to  be  advised  and  accompanied  by  coun¬ 
sel. 

§  2.510  Regulatory  hearing  on  the  ini¬ 
tiative  of  the  Commissioner. 

(a)  A  regulatory  hearing  on  the  initia¬ 
tive  of  the  Commissioner  pursuant  to 
9  2.500(a)  shall  be  initiated  by  a  notice 
of  opportmilty  for  hearing  from  the  Food 
and  Drug  Administration. 

(1)  Such  notice  shall  be  sent  by  regis¬ 
tered  mail,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  com¬ 
munication. 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of 
the  opportunity  for  a  hearing. 

(3)  Such  notice  shall  state  that  the 
notice  of  opportunity  for  hearing  and  the 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shall  state  the  time 
within  which  a  hearing  shall  be  request¬ 
ed,  shall  be  slgmed  by  the  Food  and  Drug 
Administration  employee  who  will  be  the 
presiding  officer  in  the  event  a  hearing 
is  held,  and  shall  state  the  name,  ad¬ 
dress,  and  telephone  number  of  the  pre¬ 
siding  officer. 

(b)  Any  person  offered  an  opportunity 
for  a  hearing  shall  have  the  amount  of 
time  specified  in  the  notice,  which  shall 
be  not  less  than  3  working  days  after  re¬ 
ceipt  of  such  notice,  within  which  to  re¬ 
quest  a  hearing.  Such  request  may  be 
filed  by  registered  mail,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  communication,  addressed  to  the 
presiding  officer.  If  no  response  is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  is  requested,  such 
hearing  shall  take  place  at  a  time  and 
location  agreed  upon  by  the  party  re¬ 
questing  the  hearing  and  the  presiding 
officer  or,  if  such  agreement  cannot  be 
reached,  at  a  reasonable  time  and  loca¬ 
tion  designated  by  the  presiding  officer. 

(d)  A  notice  of  opportunity  for  hear¬ 
ing  under  this  section  shall  not  operate 
to  delay  or  stay  any  administrative  ac¬ 
tion,  including  enforcement  action  of  any 
kind,  by  the  agency  imless  the  Commis¬ 


sioner,  in  his  discretion,  determines  that 
delay  or  a  stay  is  in  the  public  interest. 

§  2.511  Regulatory  hearing  pursuant  to 
regulation. 

(a)  A  regulatory  hearing  pursuant  to 
a  regulation  listed  in  9  2.500(b)  shall  be 
initiated  by  a  notice  of  opportunity  for 
hearing  from  the  Food  and  Drug  Admin¬ 
istration. 

(1)  Such  notice  shall  be  sent  by  reg¬ 
istered  mail,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  com¬ 
munication. 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of  the 
opportunity  for  hearing,  and  shall  state 
whether  the  action  is  or  is  not  being 
taken  pending  the  hearing  pursuant  to 
paragraph  (f )  of  this  section. 

(3)  Such  notice  shall  state  that  the 
notice  of  opportunity  for  hearing  and  the 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shall  state  the  time 
within  which  a  hearing  shall  be  re¬ 
quested,  and  shall  state  the  name,  ad¬ 
dress,  and  telephone  number  of  the  Food 
and  Drug  Administration  employee  to 
whom  any  request  for  hearing  shall  be 
addressed. 

(b)  Axiy  person  offered  an  opportunity 
for  hearing  shall  have  the  amoimt  of 
time  specified  in  the  notice,  which  shall 
be  not  less  than  3  working  days  after 
receipt  of  such  notice,  within  which  to 
request  a  hearing.  Such  request  may  be 
filed  by  registered  mail,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  communication,  addressed  to  the 
presiding  officer.  If  no  response  is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  is  requested,  the  Com¬ 
missioner  shall  designate  a  presiding  of¬ 
ficer  and  such  hearing  shall  take  place  at 
a  time  and  location  agreed  upon  by  the 
party  requesting  the  hearing  and  the 
presiding  officer  or,  if  such  agreement 
cannot  be  reached,  at  a  reasonable  time 
and  location  designated  by  the  presiding 
officer.  The  hearing  may  not  be  required 
to  be  held  at  a  time  less  than  two  work¬ 
ing  days  subsequent  to  receipt  of  the  re¬ 
quest  for  hearing. 

(d)  Before  the  hearing,  the  Food  and 
Drug  Administration  shall  give  to  the 
party  requesting  the  hearing  reasonable 
notice  of  the  matters  to  be  considered  at 
the  hearing,  including  a  comprehensive 
statement  of  the  basis  for  the  decision  or 
action  taken  or  proposed  that  is  the  sub¬ 
ject  of  the  hearing  and  a  general  sum¬ 
mary  of  the  information  that  will  be 
presented  by  the  Food  and  Drug  Admin¬ 
istration  at  the  hearing  in  support  of 
such  decision  or  action.  Such  Information 
may  be  given  orally  or  in  writing,  in  the 
discretion  of  the  Commissioner. 

(e)  The  Food  and  Drug  Administra¬ 
tion  and  the  party  requesting  the  hear¬ 
ing  shall,  if  feasible,  at  least  1  day  be¬ 
fore  the  hearing  provide  to  each  other 
written  notice  of  any  published  articles 
or  written  information  to  be  presented 
at  or  relied  on  at  the  hearing.  A  copy 
shall  also  be  provided  in  advance  if  the 
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other  participant  could  -not  reasonably 
be  expected  to  have  or  able  to  obtain  a 
copy.  If  written  notice  or  a  copy  is  not 
so  provided,  the  presiding  officer  shall, 
if  time  permits,  allow  the  party  who  did 
not  receive  the  notice  or  copy  additional 
time  after  the  close  of  the  hearing  to 
make  a  submission  with  respect  to  the 
article  or  information. 

(f)  The  Commissioner  may  take  such 
action  pending  a  hearing  pursuant  to 
this  section  as  he  concludes  is  necessary 
to  protect  the  public  health,  except  where 
expressly  prohibited  by  statute  or  regu¬ 
lation.  A  hearing  to  consider  action  al¬ 
ready  taken,  and  not  stayed  by  the  Com¬ 
missioner,  shall  be  conducted  on  an  ex¬ 
pedited  basis. 

(g)  On  the  basis  of  the  administrative 
record  of  the  hearing  specified  in  §  2.513 
(a) ,  the  Commissioner  shall  issue  a  writ¬ 
ten  decision  stating  the  reasons  for  his 
administrative  action  and  the  basis  in 
the  record. 

§  2.512  Hearing  procedure. 

(a)  A  regxfiatory  hearing  shall  be  a 
public  hearing,  except  when  the  Commis¬ 
sioner  determines  that  all  or  part  of  a 
hearing  should  be  closed  in  order  to  pre¬ 
vent  a  clearly  unwarranted  invasion  of 
personal  privacy;  to  prevent  the  disclo¬ 
sure  of  a  trade  secret  or  confidential 
commercial  or  financial  information  that 
is  not  available  for  public  disclosure  pur- 
sunat  to  §  4.61  of  this  chapter;  or  to 
protect  investigatory  records  compiled 
for  law  enforcement  purposes  that  are 
not  available  for  public  disclosure  pur¬ 
suant  to  §  4.64  of  this  chapter. 

(1)  The  Commissioner  may  determine 
that  a  regulatory  hearing  shall  be  closed 
either  on  his  Initiative  or  pursuant  to  a 
request  by  the  party  asking  for  a  regula¬ 
tory  hearing,  at  the  time  he  requests 
such  hearing. 

(2)  If  the  hearing  is  a  private  hear¬ 
ing,  no  persons  other  than  the  party 
requesting  the  hearing,  his  counsel  and 
witnesses,  and  an  employee  or  consultant 
or  other  person  subject  to  a  commercial 
arrangement  as  defined  in  §  4.81(a)  of 
this  chapter,  and  Food  and  Dnig  Admin¬ 
istration  representatives,  shall  be  enti¬ 
tled  to  attend. 

(3)  If  the  hearing  is  a  public  hearing, 
it  shall  be  announced  on  the  public  cal¬ 
endar  described  in  §  2.22(a)  whenever 
feasible,  and  any  interested  person  who 
attends  the  hearing  may  participate  to 
the  extent  of  presenting  relevant  infor¬ 
mation. 

(b)  A  regtfiatory  hearing  shall  be  con¬ 
ducted  by  a  presiding  officer.  Employees 
of  the  Food  and  Drug  Administration 
shall  first  give  a  full  and  complete  state¬ 
ment  of  the  action  which  is  the  subject 
of  the  hearing,  together  with  the  infor¬ 
mation  and  reasons  supporting  it,  and 
may  present  any  oral  or  written  infor¬ 
mation  relevant  to  the  hearing.  The 
party  requesting  the  hearing  shall  then 
have  the  right  to  present  any  oral  or 
written  information  relevant  to  the  hear¬ 
ing.  All  parties  may  confront  and  con¬ 
duct  reasonable  cross-examination  of 
any  person  (except  for  the  presiding  of¬ 


ficer  and  counsel  for  the  parties)  who 
makes  any  statement  with  respect  to 
the  matter  at  the  hearing. 

(c)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall  not 
apply.  No  motions  or  objections  relating 
to  the  admissibility  of  data,  informa¬ 
tion,  and  views  shall  be  made  or  consid¬ 
ered,  but  any  other  party  may  comment 
upon  or  rebut  all  such  data,  infonnation, 
and  views. 

(d)  The  Commissioner  may.  in  his  dis¬ 
cretion,  order  the  hearing  to  be  trans- 
scribed.  The  party  requesting  the  hear¬ 
ing  shall  have  the  right  to  have  the 
hearing  transcribed,  at  his  expense,  in 
which  case  a  copy  of  such  transcription 
shall  be  furnished  to  the  Food  and  Drug 
Administration  and  included  with  the 
presiding  officer’s  report  of  the  hearing. 
Any  transcription  of  the  hearing  shall 
be  included  with  the  presiding  officer’s 
report  of  the  hearing. 

(e)  The  presiding  officer  shall  prepare 
a  written  report  of  the  hearing.  All  writ¬ 
ten  material  presented  at  the’  hearing 
shall  be  attached  to  the  report.  When¬ 
ever  time  permits,  the  parties  to  the 
hearing  shall  be  given  the  opportunity 
to  review  and  offer  corrections  to  the 
presiding  officer’s  report  of  the  hearing. 

(f)  The  presiding  officer  shall  Include 
as  part  of  his  r^x>rt  of  the  hearing  a 
finding  on  the  credibility  of  witnesses 
(other  than  expert  witnesses)  whenever 
credibility  is  a  material  issue,  and  shall 
Include  a  recommended  decision,  with  a 
statement  of  reasons,  unless  the  Com¬ 
missioner  directs  otherwise. 

(g)  The  presiding  officer  shall  have  the 
power  to  take  such  actions  and  make 
such  rulings  as  are  necessary  or  appro¬ 
priate  to  maintain  order  and  to  conduct 
a  fair,  expeditious,  and  Impartial  hear¬ 
ing,  and  to  enforce  the  requirements  of 
this  subpart  pertaining  to  the  conduct  of 
hearings.  The  presiding  officer  may  di¬ 
rect  that  the  hearing  shall  be  conducted 
in  any  suitable  manner  permitted  by  law 
and  these  regulations. 

§  2.513  Administrative  rcrorcl  of  a  reg¬ 
ulatory  hearing. 

(a)  The  record  of  the  regulatory  hear¬ 
ing  shall  consist  of  the  following: 

(1)  The  notice  of  opportunity  for 
hearing  and  the  response  thereto. 

(2)  All  written  data,  information,  and 
views  submitted  to  the  presiding  officer 
at  the  hearing  or  thereafter  if  specifi¬ 
cally  permitted  by  the  presiding  officer. 

(3)  Any  transcript  of  the  hearing. 

(4)  The  presiding  officer’s  report  of 
the  hearing  and  corrections  of  the  report 
submitted  pursuant  to  S  2.512(e). 

(b)  The  record  of  the  regulatory 
hearing  shall  be  closed  with  respect  to 
the  submission  of  data.  Information,  and 
views,  at  the  close  of  the  hearing,  unless 
the  presiding  officer  specifically  permits 
additional  time  for  a  further  submission. 

(c)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  record  of 
the  regulatory  hearing,  the  Commis¬ 
sioner’s  decision  referred  to  in  §  2.511(g) , 
and  the  other  data  and  information  re¬ 
ferred  to  in  S  2.515(a) . 


§  2.514  Examination  of  admini»<trativc 

rccOTd. 

’The  availability  for  public  disclosure 
of  each  document  which  is  a  part  of  the 
administrative  record  of  a  regulatory 
hearing  shall  be  governed  by  the  provi¬ 
sions  of  Part  4  of  this  chapter  and  the 
regulations  referenced  therein. 

§  2.515  Record  for  adminit<lraliv<‘  do<'i- 

sion.  ^ 

(a)  With  respect  to  any  matter  which 
is  subject  to  an  opportunity  for  a  hear¬ 
ing  pursuant  to  S§  2.500(a)  and  2.510,  the 
administrative  record  of  the  hearing 
specified  in  §  2.513(a)  shall  be  consid¬ 
ered  by  the  Commissioner  together  with 
all  other  relevant  data  and  information 
available  to  the  Food  and  Drug  Admin¬ 
istration  in  determining  whether  regu¬ 
latory  action  should  be  taken  and,  if  so, 
what  form  of  regulatory  action  should  be 
taken. 

(b)  With  respect  to  any  matter  which 
is  subject  to  an  opportimity  for  a  hear¬ 
ing  pursuant  to  i§  2.500(b)  and  2.511, 
the  administrative  record  of  the  hearing 
specified  in  §  2.513(a)  shall  constitute  the 
exclusive  record  for  decision. 

§  2.516  Reconsideration  and  stay  of  ac¬ 
tion. 

Following  any  final  administrative  ac¬ 
tion  which  is  the  subject  of  a  hearing 
pursuant  to  this  subpart  or  any  provi¬ 
sion  referenced  in  S  2.501(b),  any  party 
may  petition  the  Commissioner  for  re¬ 
consideration  of  any  part  or  all  of  such 
decision  or  action  pursuant  to  $2.8  or 
may  petition  for  a  stay  of  such  decision 
or  action  pursuant  to  $  2.9. 

§  2.520  Judicial  review. 

The  availability  of  judicial  review  with 
respect  to  any  regulatory  action  which  Is 
the  subject  of  a  hearing  pursuant  to  this 
subpart  shall  be  governed  by  the  provi¬ 
sions  of  $  2.11. 

Subpart  G — Standards  of  Conduct  and 
Conflicts  of  Interest 

§  2.600  Scope  of  suLpart. 

Subpart  G  governs  the  standards  of 
conduct  for,  and  establishes  regulations 
to  prevent  conflicts  of  Interest  by,  all 
Food  and  Drug  Administration  em¬ 
ployees. 

§  2.610  Reference  lo  Deparliiieiil  rcgii- 
lationK. 

(a)  The  provisions  of  45  CFR  Part  73, 
establishing  standards  of  conduct  for  all 
Department  employees,  are  fully  ap¬ 
plicable  to  all  Food  and  Drug  Admin¬ 
istration  employees,  except  that  such 
regulations  shall  be  applicable  to  special 
government  employees,  i.e.,  consultants 
to  the  Food  and  Drug  Administration, 
only  to  the  extent  stated  in  Subpart  L  of 
45  CFR  Part  73. 

(b)  The  provisions  of  45  CFR  Part  73a 
supplement  the  Department  standards  of 
conduct  and  apply  only  to  Food  and  Drug 
Administration  employees  except  special 
govenunent  employees. 
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§  2.611  Code  of  ethics  for  government 
service. 

The  following  code  of  ethics,  adopted 
by  Congress  on  July  11, 1958,  shall  apply 
to  all  Food  and  Drug  Administration  em¬ 
ployees,: 

Code  of  Ethics  fob  Government  Service 

Any  person  in  Government  service  should: 

1.  Put  loyalty  to  the  highest  moral  prin¬ 
ciples  and  to  country  above  loyalty  to  per¬ 
sons,  party,  or  Government  department. 

2.  Uphold  the  Constitution,  laws,  and  legal 
regulations  of  the  United  States  and  of  all 
governments  therein  and  never  be  a  party 
to  their  evasion. 

3.  Give  a  full  day’s  labor  for  a  full  day’s 
pay:  giving  to  the  performance  of  his  duties 
his  earnest  effort  and  best  thought. 

4.  Seek  to  find  and  employ  more  efficient 
and  economical  ways  of  getting  tasks  accom¬ 
plished. 

5.  Never  discriminate  unfairly  by  the  dis¬ 
pensing  of  special  favors  or  privileges  to  any¬ 
one,  whether  for  remuneration  or  not;  and 
never  accept,  for  himself  or  his  family,  favors 
or  benefits  imder  circumstances  which  might 
be  construed  by  reasonable  persons  as  in¬ 
fluencing  the  performance  of  his  govern¬ 
mental  duties. 

6.  Make  no  private  promises  of  any  kind 
binding  upon  the  duties  of  office,  since  a 
Government  en^loyee  has  no  private  word 
which  can  be  binding  on  public  duty. 

7.  Engage  in  no  business  with  the  Govern¬ 
ment,  either  directly  or  indirectly,  which  is 
inconsistent  with  the  conscientious  perform¬ 
ance  of  his  governmental  duties. 

8.  Never  use  any  information  coming  to 
him  confidentially  in  the  performance  of  gov¬ 
ernmental  duties  as  a  means  for  making 
private  profit. 

9.  Expose  corruption  wherever  discovered. 

10.  Uphold  these  principles,  ever  conscious 
that  public  office  is  a  public  trust. 

§  2.612  Food  and  Drug  Administration 
Conflict  of  Interest  Review  Board. 

(a)  llie  Commissioner  shall  establish  a 
permanent  five-member  Conflict  of 
Interest  Review  Board,  which  shall  re¬ 
view  and  make  recommendations  to  the 
Commissioner  on  all  specific  or  policy 
matters  relating  to  confiicts  of  interest 
arising  within  the  Food  and  Drug  Ad¬ 
ministration  that  are  forwarded  to  it  by 

(1)  the  Associate  Commissioner  for  Ad¬ 
ministration  or  (2)  anyone  who  is  the 
subject  of  an  adverse  determination  by 
the  Associate  Commissioner  for  Admin¬ 
istration  on  any  matter  arising  under  the 
confiict  of  interest  laws,  except  a  deter¬ 
mination  of  an  apparent  violation  of  law. 
The  Director,  Division  of  Personnel 
Management,  Office,  of  the  Associate 
Commissioner  for  Administration,  shall 
serve  as  executive  secretary  of  the  Re¬ 
view  Board. 

(b)  It  shall  be  t^  responsibility  of 
every  Food  and  DrufAdministration  em¬ 
ployee  with  whom  any  specific  or  policy 
issue  relating  to  confiicts  of  interest  is 
raised,  or  who  otherwise  wishes  to  have 
any  such  matter  resolved,  to  forward  the 
matter  to  the  Associate  Commissioner 
for  Administration  for  resolution,  except 
that  reporting  of  api>arent  violations  of 
law  are  governed  by  5  2.613. 

(c)  All  general  policy  relating  to  con¬ 
fiicts  of  Interest  shall  be  established  in 
guidelines  pursuant  to  the  provisions  of 
§  2.20(b)  and  whenever  feasible  shall  be 
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incorporated  in  regulations  in  this 
subpart. 

(d)  All  decisions  relating  to  specific 
individuals  shall  be  placed  in  a  public  file 
established  for  this  purpose  by  the  Pub¬ 
lic  Records  and  Documents  Center,  e.g., 
a  determination  that  a  consultant  may 
serve  on  an  advisory  committee  with 
specific  limitations  or  with  public  dis¬ 
closure  of  stock  holdings,  except  that 
such  determination  shall  be  written  in 
a  way  that  does  not  identify  the  individ¬ 
ual  in  the  following  situations: 

(4)  A  determination  that  an  employee 
must  dispose  of  prohibited  financial  in¬ 
terests  or  refrain  from  incompatible  out¬ 
side  activities  in  accordance  with  estab¬ 
lished  Department  or  agency  regulations. 

(2)  A  determination  that  a  proposed 
consultant  is  not  eligible  for  employment 
by  the  agency. 

(3)  A  determination  that  public  dis¬ 
closure  of  any  information  would  consti¬ 
tute  an  unwarranted  invasion  of  personal 
privacy  in  violation  of  §  4.63  of  this 
chapter. 

§  2.613  Duty  to  report  violations. 

(a)  The  Policy  Management  Staff,  As¬ 
sociate  Commissioner  for  Administration, 
is  responsible  for  obtaining  factual  infor¬ 
mation  for  the  Food  and  Drug  Adminis¬ 
tration  on  any  matter  relating  to  allega¬ 
tions  of  misconduct,  impropriety,  con¬ 
fiict  of  interest,  or  other  violations  of 
Federal  statutes  by  agency  personnel. 

(b)  Any  Food  and  Drug  Administra¬ 
tion  employee  who  has  factual  informa¬ 
tion  showing  or  who  otherwise  believes 
that  any  present  or  former  Food  and 
Drug  Administration  employee  has  vio¬ 
lated  or  is  violating  any  provision  of  this 
subpart  or  of  45  CFR  Parts  73  or  73a 
or  of  any  statute  listed  in  Appendix  A  to 
45  CFR  Part  73  should  report  such  infor¬ 
mation  directly  to  the  Policy  Manage¬ 
ment  Staff.  Any  such  reports  shall  be  in 
writing  or  shall  with  the  assistance  of 
the  Policy  Management  Staff  be  reduced 
to  writing,  and  shall  be  promptly  investi¬ 
gated. 

(c)  Any  report  pursuant  to  paragraph 
(b)  of  this  section  and  any  records  relat¬ 
ing  to  an  investigation  of  such  reports 
shall  be  maintained  in  strict  confidence 
in  the  files  of  the  Policy  Management 
Staff,  shall  be  exempt  from  public  dis¬ 
closure,  and  may  be  reviewed  only  by 
authorized  Food  and  Drug  Administra¬ 
tion  employees  who  are  required  to  do  so 
in  the  performance  of  their  duties. 

§  2.620  Permanent  disqualification  of 
former  employees. 

No  former  Food  and  Drug  Adminis¬ 
tration  employee,  including  a  special  gov- 
eiTunent  eptiployee,  shall  knowingly  act 
as  agent  or  attorney  for  anyone  other 
than  United  States  in  coimection  with 
any  judicial  or  other  proceeding,  applica¬ 
tion,  request  for  a  ruling  or  other  deter¬ 
mination,  contract,  claim,  controversy, 
charge,  accusation,  or  other  particular 
matter  involving  a  specific  party  or  par¬ 
ties  in  which  the  United  States  is  a  party 
or  has  a  direct  and  substantial  interest 
and  in  which  he  participated  personally 
and  substantially  through  decision,  ap- 
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proval,  disapproval,  recommendation, 
rendering  of  advice,  investigation,  or 
otherwise  as  a  Food  and  Drug  Adminis¬ 
tration  employee. 

§  2.621  Temporary  disqualification  of 
former  employees.'"' 

Within  1  year  after  termination  of 
employment  with  the  Food  and  Drug 
Administration,  no  former  Food  and 
Drug  Administration  employee,  includ¬ 
ing  a  special  government  employee,  shall 
appear  personally  befbre  the  Food  and 
Drug  Administration  or  other  federal 
agency  or  court  as  agent  or  attorney  for 
any  person  other  than  the  United  States 
in  connection  with  any  proceeding  or 
matter  in  which  the  United  States  is  a 
party  or  has  a  direct  and  substantial  in¬ 
terest  and  which  was  under  his  official 
responsibility  at  any  time  within  one 
year  preceding  termination  of  such  re¬ 
sponsibility.  The  term  “official  responsi¬ 
bility”  means  the  direct  administrative 
or  operating  authority,  whether  inter¬ 
mediate  or  final,  and  either  exercisable 
alone  or  with  others,  and  either  per¬ 
sonally  or  through  subordinates,  to  ap¬ 
prove,  disapprove,  or  otherwise  direct 
government  action. 


PART  8— COLOR  ADDITIVES 

2.  By  amending  §  8.27  by  adding  a 
sentence  at  the  end  of  paragraph  (b)  to 
read  as  follows: 

§  8.27  Certification.  ' 

*  «  *  «  « 

(b)  *  •  *  Any  person  who  contests 
such  refusal  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter. 

3.  By  revising  §  8.28(b)  to  read  as 
follows:  ^ 

§  8.28  Authority  to  refuse  certification 
service. 

*  *  *  0  m 

(b)  Any  person  who  contests  suspen¬ 
sion  of  service  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter. 

4.  By  amending  §  8.33  by  adding  a 
sentence  at  the  end  of  paragraph  (a)  to 
read  as  follows: 

§  8.33  Exemption  of  color  additives  for 
investigational  use. 

(a)  *  *  *  Any  person  who  contests  a 
refusal  to  grant  such  authorization  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

*  «  *  ♦  • 


PART  10— DEFINITIONS  AND 
STANDARDS  FOR  FOOD 

5.  By  adding  a  new  paragraph  (1)  to 
§  10.5  to  read  as  follows: 

§  10.5  Temporary  permits  for  interstate 
shipment  of  experimental  packs  of 
food  varying  from  the  requirements 
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of  definitions  and  standards  of  idcn« 
tity. 

•  •  «  •  * 

(1)  Any  person  who  contests  denial, 
modification,  or  revocation  of  a  tempo¬ 
rary  permit  shall  have  an  opportunity  for 
a  regulatory  hearing  before  the  Food  and 
Drug  Administration  pursuant  to  Sub¬ 
part  P  of  Part  2  of  this  chapter. 


PART  202 — PRESCRIPTION  DRUG 
ADVE^SING 

6.  In  Part  202,  by  adding  a  new  para¬ 
graph  CJ)  (5)  to  §  202.1  to  read  as  follows: 

§  202.1  Prescription -drug  advertise¬ 

ments. 

•  •  •  •  • 

(j)  •  •  •  ^ 

(5)  The  sponsor  shall  have  an  oppor¬ 
tunity  for  a  regtilatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter  with  respect  to  any  determina¬ 
tion  that  prior  approval  is  required  for 
advertisements  concerning  a  particular 
prescription  drug,  or  that  a 'particular 
advertisement  is  not  approvable. 

*  *  •  •  • 


PART  312— NEW  DRUGS  FOR 
INVESTIGATIONAL  USE 

7,  In  Part  312,  by  revising  §  312.1  (c) 
(1)  and  (4) ,  and  (d) ,  to  read  as  follows: 

§  312.1  Conditions  for  exemption  of  new 
drugs  for  investigational  use. 

•  •  •  *  • 

(c)  (1)  Whenever  the  Food  and  Drug 
Administraticoi  has  information  indi¬ 
cating  that  an  investigator  has  re¬ 
peatedly  or  deliberately  failed  to  com¬ 
ply  with  the  conditions  of  these  exempt¬ 
ing  regulations  outlined  in  Form  PE>- 
1572  or  FD-1573,  set  forth  in  paragraph 
(a)  (12)  and  (13)  of  this  section,  or  has 
submitted  to  the  sponsor  of  the  investi¬ 
gation  false  information  in  his  Form 
FD-1572  or  PD-1573  or  in  any  required 
report,  the  Bureau  of  Drugs  will 
furnish  the  investigator  written  no¬ 
tice  of  the  matter  complained  of  in  gen¬ 
eral  terms  and  offer  him  an  opportunity 
to  explain  the  matter  in  an  informal 
conference  and/or  in  writing.  If  an  ex¬ 
planation  is  offered  but  not  accepted  by 
the  Biu'eau  of  Drugs,  the  investigator 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F 
of  Part  2  of  this  chapter,  on  the  question 
of  whether  the  investigator  is  entitled 
to  receive  investigational  new  drugs. 

•  •  *  •  • 

(4)  If  the  Commissioner  determines, 
after  the  unreliable  data  submitted  by 
the  investigator  are  eliminated  from  con¬ 
sideration,  that  the  data  remaining  are 
Inadequate  to  support  a  conclusion  that 
it  is  reascmably  safe  to  continue  the  in¬ 
vestigation,  he  will  notify  the  sponsor 
who  shall  have  an  opportunity  for  a  reg¬ 
ulatory  hearing  before  the  Food  and 
Drug  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter.  If  a 


danger  to  the  public'  health  exists,  how¬ 
ever,  he  shall  terminate  the  exemption 
forthwith  and  notify  the  sponsor  of  the 
termination.  In  s\ich  event  the  sponsor 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Administration  p\irsuant  to  Subp^  F  of 
Part  2  of  this  chapter  on  the  question  of 
whether  the  exemption  should  be  rein¬ 
stated. 

(d)  If  any  official  of  the  Bureau  of 
Drugs  who  is  delegated  the  authority 
finds  that: 

(1)  The  submitted  “Notice  of  claimed 
Investigational  exempticoi  for  a  new 
drug”  contains  an  untrue  statement  of 
a  material  fact  or  omits  material  infor¬ 
mation  required  by  said  notice;  or 

(2)  The  results  of  prior  investigations 
made  with  the  drug  are  inadequate  to 
support  a  conclusion  that  it  is  reason¬ 
ably  safe  to  initiate  or  continue  the  in¬ 
tended  clinical  investigations  with  the 
drug;  or 

(3)  There  is  substantial  evidence  to 
show  that  the  drug  is  imsafe  for  the 
purix>ses  and  in  the  manner  for  which 
it  is  offered  for  investigational  use;  or 

(4)  There  is  convincing  evidence  that 
the  drug  is  ineffective  for  the  purposes 
for  which  it  is  offered  for  investigational 
use;  or 

(5)  The  methods,  facilities,  and  con¬ 
trols  used  for  the  manufacturing,  proc¬ 
essing,  and  packing  of  the  investigational 
drug  are  inadequate  to  establish  and 
maintain  appropriate  standards  of 
Identity,  strength,  quality,  and  purity  as 
needed  for  safety  and  to  give  sig^- 
cance  to  clinical  Investigations  made 
with  the  drug;  or 

(6)  The  plan  for  clinical  investiga¬ 
tions  of  the  drugs  described  imder  section 
10  of  the  “Notice  of  claimed  investiga¬ 
tional  exemption  for  a  new  drug”  is  not 
a  reasonable  plan  in  whole  or  in  part, 
solely  for  a  bona  fide  scientific  investi¬ 
gation  to  determine  whether  or  not  the 
drug  is  safe  and  effective  for  use;  or 

(7)  The  clinical  investigations  are 
not  being  conducted  in  accordance  with 
the  plan  submitted  in  the  “Notice  of 
claimed  investigational  exemption  for  a 
new  drug”;  or 

(8)  The  drug  is  not  intended  solely  for 
investigational  use,  since  it  is  being  or  is 
to  be  sold  or  otherwise  distributed  for 
commercial  purposes  not  justified  by  the 
requirements  of  the  investigation;  or 

(9)  The  labeling  or  other  informa¬ 
tional  material  submitted  for  the  drug 
as  required  by  section  7  of  the  “Notice 
of  claimed  investigational  exemption  for 
a  new  drug”  or  any  other  labeling  of  the 
drug  dissen^ated  within  the  United 
States  by  or  on  behalf  of  the  sponsor 
fails  to  contain  an  accurate  description 
of  prior  investigations  or  experience  and 
their  results  pertinent  to  the  safety  and 
possible  usefulness  of  the  drug,  including 
all  relevant  hazards,  contraindications, 
side-effects,  and  precautions;  or  any  pro¬ 
motional  materials  disseminated  within 
the  United  States  by  or  on  behalf  of  the 
sponsor  contains  any  representation  or 
suggestion  that  the  drug  is  safe  or  that 


its  usefulness  has  been  established  for 
the  purposes  for  which  it  is  offered  for 
Investigations;  or 

(10)  The  sponsor  fails  to  submit  accu¬ 
rate  reports  of  the  progress  of  the  inves¬ 
tigations  with  significant  findings  at 
intervals  not  exceeding  1  year;  or 

(11)  The  sponsor  fails  promptly  to  in¬ 
vestigate  and  inform  the  Food  and  Drug 
Administration  and  all  investigators  of 
newly  found  serious  or  potentially  serious 
hazards,  contraindications,  side-effects, 
and  precautions  pertinent  to  the  safety 
of  the  new  drug;  he  shall  notify  the  spon¬ 
sor  and  invite  his  immediate  correction 
or  explanation.  A  conference  will  be  ar¬ 
ranged  with  the  Bureau  of  Drugs  if  re¬ 
quested.  If  the  Bureau  of  Drugs  does  not 
accept  the  explanation  or  the  correcticm 
submitted  by  the  sponsor,  the  sponsor 
shall  have  an  '^portunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter  on  the  question  of 
whether  his  exemption  should  be  termi¬ 
nated.  Such  hearing  shall  be  requested 
wi^in  10  days  after  receipt  of  notifica¬ 
tion  that  the  explanation  or  correction  is 
not  acceptable.  After  evaluating  all  the 
available  information  including  any  ex¬ 
planation  and  or  correction  submitted  by 
the  sponsor,  if  the  Commissioner  de¬ 
termines  that  the  exemption  should  be 
terminated  he  shall  notify  the  sponsor 
of  the  termination  of  the  exemption  and 
the  sponsor  shall  recall  unused  supplies 
of  the  drug.  If  at  any  time  the  Commis¬ 
sioner  concludes  that  continuation  of  the 
investigation  presents  a  danger  to  the 
public  health,  he  shall  terminate  the 
exemption  forthwith  and  notify  the 
sponsor  of  the  termination.  The  Com¬ 
missioner  will  inform  the  sponsor  that 
the  exemption  is  subject  to  reinstate¬ 
ment  on  the  basis  of  additional  submis¬ 
sions  that  eliminate  such  danger  and 
will  afford  the  sponsor  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug-  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter  on 
the  question  of  whether  the  exemption 
should  be  reinstated.  The  sponsor  shall 
recall  the  imused  supplies  of  the  drug 
upon  notification  of  the  termination. 

•  •  •  *  • 

8.  By  revising  §  312.9(c)  (2)  to  read 
as  follows: 

§  312.9  New  drugs  for  investigatiuiiul 

use  in  laboratory  research  animals  or 

in  vhro  tests. 

•  ,  •  •  *  • 

(c)  *  •  • 

(2)  The  continuance  of  the  investiga¬ 
tion  is  unsafe  or  otherwise  contrary  to 
the  public  interest  or  the  drug  is  used  for 
purposes  other  than  bona  fide  scientific 
investigation.  He  shall  notify  the  sponsor 
and  invite  his  immediate  correction.  If 
the  conditions  of  the  exemption  are  not 
immediately  met,  the  sponsor  shall  have 
an  opportunity  for  a  regulatory  hearing 
before  the  Food  and  Drug  Administra¬ 
tion  pursuant  to  Subpart  F  of  Part  2  of 
this  chapter.  If  the  exemption  is  termi¬ 
nated,  the  sponsor  shall  recall  or  have 
destroyed  the  imused  supplies  of  the 
drug. 
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PART  429— DRUGS  COMPOSED  WHOLLY 
OR  PARTLY  OF  INSULIN 

9.  In  Part  429,  by  revising  §  429.50  to 
read  as  follows: ' 

§  429.50  Hearing  procedure. 

Hearings  pursuant  to  S  429.47  shall  be 
governed  by  Subpart  F  of  Part  2  of  tills 
chapter. 


PART  431— CERTIFICATION  OF 
ANTIBIOTIC  DRUGS 

10.  In  Part  431,  by  revising  S  431.52  to 
read  as  follows: 

§  431.52  Hearings. 

Any  person  who  contests  the  suspen- 
sl<m  of  certification  service  under  §  431.51 
shall  have  an  opportunity  for  a  regiila- 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 


PART  433— EXEMPTIONS  FROM  ANTI¬ 
BIOTIC  CERTIFICATION  AND  LABELING 

REQUIREMENTS 

11.  In  Part  433,  by  revising  §  433.2  (c) 
and  (d)  to  read  as  follows: 

§  433.2  Conditions  on  the  effectiveness 
of  exemptions  from  certification. 

•  *  •  •  • 

(c)  If  the  Commissioner  repeals  or 
suspends  an  exemption  for  an  antibiotic 
drug,  the  approved  new  drug  application, 
or  an  exemption  from  batch  certification 
requirements,  a  notice  to  that  effect  and 
the  reasons  therefor  will  be  published  in 
the  Federal  Register. 

(d)  Any  person  who  contests  the  revo¬ 
cation  or  suspension  or  denial  of  rein¬ 
statement  of  an  exemption  shall  have  an 
opportunity  for  a  regulatory  hearing  be¬ 
fore  the  Food  and  Drug  Administration 
pursuant  to  Subpart  F  of  Part  2  of  this 
chapter. 

12.  By  revising  §  433.12  (b)  (4)  and 
adding  a  paragraph  (b)(5)  to  read  as 
follows: 

§  433.12  Exemption  for  labeling. 

0  0  0  0  0 

(b)  •  •  • 

(4)  When  the  Commissioner  finds  that 
such  application  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  permit. 

(5)  Any  person  who  contests  the  de¬ 
nial  or  revocation  of  a  permit  shall  have 
an  opportunity  for  a  regulatory  hearing 
before  the  Food  and  Drug  Administration 
piusuant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  *  •  •  • 

13.  By  revising  §  433.13(b)  to  read  as 
follows: 

§  433.13  Exemption  for  manufacturing 
use. 

•  •  •  *  « 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner.  shall  give  the  name  and  loca¬ 
tion  of  the  establishment  in  which  such 
drug  is  to  be  used  and  shall  be  accom¬ 
panied  by; 


(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete 
records  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment.  and  that  he  will  make  such 
records  available  to  any  officer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hour  within  3 
years  after  the  date  of  such  shipment 
or  delivery ; 

(2)  A  written  statement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  the 
manufacture  of  such  other  drug;  such 
statement  shall  contain  an  agreement 
that  he  will  keep  complete  records  show¬ 
ing  the  date  of  receipt  by  him  and  the 
quantity  and  batch  mark  of  each  such 
shipment  and  delivery  and  the  disposi¬ 
tion  thereof  and  showing  the  quantity 
and  batch  mark  of  each  batch  of  such 
other  drug  manufactured  by  him  and 
the  disposition  thereof;  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
disposition,  and  that  he  will  accord  full 
opportunity  to  such  officer  or  employee 
to  make  inventories  of  stocks  on  hand 
and  otherwise  check  the  correctness  of 
such  records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  its 
manufactiu'e  is  completed  that  he  will 
request  certification  of  each  batch  there¬ 
of  unless  it  is  exempt  under  section  801 
(d)  of  the  act  or  :§  433.12,  433.14, 
433.16,  or  433.17,  and  that  he  will  not 
remove  any  of  such  drug  from  such  es¬ 
tablishment  imless  it  complies  with  sec¬ 
tion  502(1)  of  the  act  or  the  certification 
requirements  of  section  512(n)  of  the  act 
or  is  so  exempt  or  is  returned  to  him  for 
labeling. 

When  the  Commissioner  finds  that  such 
application  cemtains  any  untrue  state¬ 
ment  of  a  material  fact  or  that  any  pro¬ 
vision  of  any  such  agreement  has  been 
violated,  he  may  revoke  such  permit. 
Any  person  who  contests  the  denial  or 
revocation  of  a  permit  shall  have  an  op- 
portimity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

***** 

14.  By  revising  §  433.14(b)  to  read  as 
follows: 

§  433.14  Exoniption  for  storage. 

0  0  0  0  0 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  Shan  give  the  name  and 
location  of  the  warehouse  in  which  such 
drug  is  to  be  stored.  Such  application 
shall  be  accompanied  by: 

(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  request  certifica¬ 
tion  of  each  batdb  thereof  unless  it  is 
exempt  under  section  801(d)  of  the  act 
or  SS  433.12. 433.13,  or  433.16,  that  he  wlU 
not  remove  any  of  such  drug  from  such 
warehouse  imless  it  ccanplies  with  sec¬ 
tion  502(1)  of  the  act  or  the  certificatlmi 


requirements  of  section  512(n)  of  the 
act  or  is  so  exempt  or,  if  certification 
is  refused  unless  it  is  returned  within  a 
reasonable  time  to  permit  reprocessing 
and  certification,  destruction,  or  such 
exemption  at  the  establishment  where 
it  was  manufactured;  that  he  will 
keep  complete  records  showing  the  date, 
quantity,  and  batch  mark  of  each  ship¬ 
ment  and  other  delivery  of  any  such 
drug  to  such  warehouse,  and  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
shipment  or  delivery;  and 

(2)  A  written  statement  signed  by  the 
operator  of  such  warehouse  showing  that 
he  has  adequate  facilities  for  such  stor¬ 
age;  such  statement  shall  contain  an 
agreement  that  he  will  hold  each  ship¬ 
ment  or  other  delivery  of  such  drug  in¬ 
tact,  under  such  conditions  as  will  not 
cause  failure  of  the  drug  to  comply  with 
the  requirements  for  certification,  that 
he  will  keep  complete  records  showing 
the  date  of  receipt  by  him  and  the  quan¬ 
tity  and  batch  mark  of  each  such  ship¬ 
ment  and  delivery  and  the  disposition 
thereof,  that  he  will  make  such  records 
available  to  any  officer  or  employee  of 
the  Food  and  Drug  Administiation  at 
any  reasonable  hour  within  3  years  after 
the  date  of  such  disposition,  and  that  he 
will  accord  full  opportunity  to  such  of¬ 
ficer  or  employee  to  make  inventories  of 
stocks  on  hand  and  otherwise  check  the 
correctness  of  such  records. 

If  the  applicant  keeps  complete  records 
showing  the  date,  quantity,  and  batch 
mark  of  each  shipment  and  other  de¬ 
livery  of  any  such  drug  from  such  ware¬ 
house  and  the  name  and  post-office  sid- 
dress  of  the  person  to  whom  such  ship¬ 
ment  or  delivery  was  made,  the  agree¬ 
ment  to  keep  records  of  such  disposals, 
to  make  such  records  available,  and  to 
afford  opportunity  for  checking  their 
correctness  may  be  included  in  the  appli¬ 
cant’s  agreement  and  omitted  from  that 
of  the  operator.  When  the  Commis¬ 
sioner  finds  that  such  application  con¬ 
tains  any  untrue  statement  of  a  material 
fact  or  that  any  provision  of  any  such 
agreement  has  been  violated  he  may  re¬ 
voke  such  permit.  Any  person  who  con¬ 
tests  the  denial  or  revocation  of  a  permit 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F 
of  Part  2  of  this  chapter. 

0  0  0  0  0 

15.  By  revising  5  433.15(b)  to  read  as 
follows: 

§  433.15  Exemption  for  processing. 

•  *  •  •  • 

(b)  An  aiH^lication  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  processing  is  to  be  done.  Such  ap¬ 
plication  shall  he  accompanied  by: 

(1)  A  written  agreemoit  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  potracy, 
and  batch  maiic  of  each  shipment  and 
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other  delivery  of  any  such  solution  to 
such  establishment,  and  that  he  will 
make  such  record  available  to  any  cA- 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
shipment  or  delivery ; 

<  2)  A  written  agreement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  such 
processing;  such  statement  shall  contain 
an  agreement  that  he  will  keep  complete 
records  showing  the  date  of  receipt  by 
him  and  the  quantity  and  batch  mark  of 
each  such  shipment  and  delivery  and 
the  disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Pood  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
3  years  after  the  date  of  such  disposition, 
and  that  he  will  accord  full  opportimity 
to  such  officer  or  employee  to  make 
inventories  of  stocks  on  hand  and  other¬ 
wise  check  the  correctness  of  such 
records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
processing  is  completed  that  he  will 
request  certification  of  each  batch  there¬ 
of  unless  it  is  exempt  imder  section 
801(d)  of  the  act  or  §§433.12,  433.13, 
433.14,  433.16,  or  433.17,  and  that  he  wiU 
not  remove  any  of  such  drug  from  such 
establishment  unless  it  complies  with 
section  502(1)  of  the  act  or  the  certifica¬ 
tion  requirements  of  section  512  (n)  of 
the  act  is  so  exempt. 

When  the  Commissioner  finds  that 
such  appUcation  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  per¬ 
mit.  Any  person  who  contests  the  d^cd 
or  revocation  of  a  permit  shall  have  an 
oppmtunity  for  a  regulatory  hearing  be¬ 
fore  the  Food  and  Drug  Administratioii 
pursuemt  to  Subpart  F  of  Part  2  of  this 
chapter. 

m  m  *  *  ^ 

16.  By  revising  §  433.16(b)  to  read  as 
follows: 

§  433.16  Exemption  for  repacking. 

•  •  *  «  • 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  repacking  is  to  be  done.  Such  ap¬ 
plication  shall  be  accompanied  by: 

(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment,  and  that  he  will  make  such 
records  available  to  any  officer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hom*  within  3 
years  after  the  date  of  each  shipment  or 
delivery; 

(2)  A  written  statement  signed  by  the 
(Hierator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  such 
repacking;  such  statement  shall  contain 
an  agreement  that  he  will  keep  complete 
records  showing  the  date  of  receipt  by 
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him  and  the  quantity  and  batch  mark 
of  each  such  shipment  and  delivery  and 
the  disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Food  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
3  years  after  the  date  of  such  disposition, 
and  that  he  will  accord  full  opportunity 
to  such  officer  or  employee  to  make  in¬ 
ventories  of  stocks  on  hand  and  other¬ 
wise  check  the  correctness  of  such  rec¬ 
ords;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
repacking  is  completed  that  he  will  re¬ 
quest  certification  of  each  batch  thereof 
unless  it  is  exempt  imder  section  801(d) 
of  the  act  or  §§  433.12,  433.13,  433.14,  or 
433.17,  and  that  he  will  not  remove  any 
of  such  drug  from  such  establishment 
unless  it  complies  with  section  502(1) 
of  the  act  or  the  certification  require¬ 
ments  of  section  512 (n)  of  the  act  or  is  so 
exempt  or  is  returned  to  him  for  labeling 
or,  if  certification  is  refused,  imless  it  is 
returned  within  a  reasonable  time  to 
permit  reprocessing  and  certification, 
destruction,  or  such  exemption  at  the 
establishment  where  it  was  manufac¬ 
tured. 

When  the  Commissioner  finds  that 
such  application  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  permit. 
Any  person  who  contests  the  denial  or 
revocation  of  a  permit  shall  have  an  op¬ 
portunity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

#  •  •  •  * 


PART  511— NEW  ANIMAL  DRUGS  FOR 
INVESTIGATIONAL  USE 

17.  In  Part  511,  by  amending  §  511.1 
by  revising  the  imdesignated  paragraph 
at  Um  Mid  of  paragraph  (b)  (5)  and  par¬ 
agraphs  (c)  (1)  and  (4)  and  (d)(2)  to 
read  as  foUows: 

§  511.1  New  animal  drugn  fur  iiivet«liga- 
Uonal  use  exempt  from  se^'lion  512 
(a)  of  the  act. 

«  •  •  •  * 

(b)  •  *  • 

(5)  *  *  * 

Authorizations  granted  under  this  sub- 
paragraph  do  not  exempt  investigational 
nnimniK  and  their  products  from  compli¬ 
ance  with  other  applicable  Inspection  re¬ 
quirements.  Any  person  who  contests  a 
refusal  to  grant  such  authorization  shall 
have  an  oppiortunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

•  •  *  •  • 

(c)  Withdrawal  of  eligibility  to  receive 
investigational-use  new  animal  drugs, 
(1)  Whenever  the  Food  and  Drug  Ad¬ 
ministration  has  information  indicating 
that  an  investigator  has  repeatedly  or  de- 
Uberately  failed  to  comply  with  the  con¬ 
ditions  of  these  exempting  regulations  or 
has  submitted  false  information  either 


to  the  sponsor  of  the  investigation  or  in 
any  required  report,  the  Bureau  of 
Veterinary  Medicine  will  furnish  the 
mvestigator  written  notice  of  the  matter 
complained  of  in  general  terms  and  offer 
him  an  opportimity  to  explain  the  mat¬ 
ter  in  an  informal  conference  and/or  in 
writing.  If  an  explanation  is  offered  but 
not  accepted  by  the  Bureau  of  Veteri¬ 
nary  M^icine,  the  investigator  shall 
have  an  opportunity  for  a  r^ulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Pair  2  of  this  chapter  on  the  question  of 
whether  the  investigator  is  entitled  to  re¬ 
ceive  investigational  new  animal  dinigs. 

M  «  V  •  a 

(c)  (4)  If  the  Commissioner  determines, 
after  the  unreliable  data  submitted 
by  the  investigator  are  eliminated  from 
consideration,  that  the  data  remaining 
are  inadequate  to  support  a  conclusion 
that  it  is  reasonably  safe  to  continue  the 
investigation,  he  shall  first  notify  the 
sponsor,  who  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter  on 
whether  the  exemption  should  be  termi¬ 
nated.  If  a  danger  to  the  public  health 
exists,  however,  he  shall  terminate,  the 
exemption  forthwith  and  notify  the 
sponsor  of  the  termination.  In  such  event 
the  sponsor  shall  have  an  opportunity  for 
a  regulatory  hearing  before  the  Fbod  and 
Drug  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter  on  the 
question  of  whether  the  exemption 
should  be  reinstated. 

_  *  «  •  *  R 

(d)  •  •  • 

(2)  The  continuance  of  the  investiga¬ 
tion  is  unsafe  or  otherwise  contrary  to 
the  public  interest  or  the  drug  is  being 
or  has  been  used  for  purposes  other  than 
bona  fide  scientific  investigation,  he  shall 
first  notify  tbe  apoasor  and  invite  his 
immediate  correction.  If  the  conditions 
of  the  exemption  are  not  immediately 
met,  the  sponsor  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  F  of  Part  2  of  this  chapter  on 
whether  the  exemption  should  be  termi¬ 
nated.  If  the  exemption  is  terminated  the 
sponsor  shall  recall  or  have  destroyed 
the  unused  supplies  of  the  new  animal 
drug. 

*  •  •  ♦  # 


PART  514 — NEW  ANIMAL  DRUG 
APPLICATIONS 

18.  By  revising  §  514.210  to  read  as 
follows: 

§  514.210  Hearing  procedure. 

Hearings  pursuant  to  §  514.155  shall 
be  governed  by  Subpart  F  of  Part  2  of 
this  chapter. 


PART  1003— NOTIFICATION  OF  DEFECTS 
OF  FAILURE  TO  COMPLY 

19.  In  Part  1003,  by  amending  §  1003.11 
by  adding  an  undesignated  paragraph  at 
the  end  of  paragraph  (a)  as  follows': 
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§  1003.11  Determination  bx  Secretary 
that  product  fails  to  comply  or  has 
a  defect. 

(a)  •  •  • 

The  manufacturer  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

*  •  *  •  • 

20.  By  adding  §  1003.31  (d>  to  read  as 
follows : 

§  1003.31  Granting  the  exemption. 

•  •  *  •  « 

(d)  Any  person  who  contests  denial  of 
an  exemption  shall  have  an  opportunity 
for  a  regtilatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter. 


PART  1004— REPURCHASE.  REPAIRS,  OR 
REPLACEMENT  OF  ELECTRONIC  PROD¬ 
UCTS 

21.  In  Part  1004,  by  amending  S  1004.6 
by  adding  the  following  new  sentence  at 
the  end,  as  follows: 

§  1004.6  Approval  of  plans. 

•  *  •  Any  person  who  contests  denial 
of  a  plan  shall  have  an  opportunity  for  a 
regulatory  hearing  before  the  Food  and 
Drug  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter. 


PART  1210— REGULATIONS  UNDER  THE 
FEDERAL  IMPORT  MILK  ACT 

22.  In  Part  1210,  by  revising  the  head¬ 
ing  of  Subpart  D  and  §  1210.30  to  read  as 
follows: 

Subpart  D — Hearings 

§  1210.30  Hearing  procedure  for  permit 
denial,  suspension,  and  revocation. 

Any  person  who  contests  denial,  sus¬ 
pension,  or  revocation  of  a  permit  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

23.  By  revoking  §  1210.31  and  by  re¬ 
designating  §  1210.63  as  new  §  1210.31 
to  read  as  follows: 

§  1210.31  Hearing  before  prosecution. 

Before  violation  of  the  act  is  referred 
to  the  Department  of  Justice  for  pros¬ 
ecution  under  section  5  of  the  Federal 
Import  Milk  Act,  an  opportimity  to  be 
heard  will  be  given  to  the  party  against 
whom  prosecution  is  tmder  considera¬ 
tion.  The  hearing  will  be  private  and 
confined  to  questions  of  fact.  The  party 
notified  may  present  evidence,  either  oral 
or  written,  in  person  or  by  attorney,  to 
show  cause  why  he-  should  not  be  pros¬ 
ecuted.  After  a  hearing  is  held,  if  it  ap¬ 
pears  that  the  law  has  been  violate, 
the  facts  will  be  reported  to  the  Depart¬ 
ment  of  Justice. 


N 


§§1210.32,  1210.33,  1210.40,  1210.41, 
1210.42,  1210.43,  1210.44,  1210.50, 
1210.51,  1210.52,  1210.53,  1210.54, 
1210.55,  1210.56,  1210.57,  1210.58, 
1210.59,  1210.60,  1210.61,  1210.62, 
[Revok^l. 

24.  By  revoking  §§  1210.32, 1210.33,  and 
Subparts  E,  F  and  G  of  Part  1210,  includ¬ 
ing  1210.40,  1210.41,  1210.42,  1210.43, 
1210.44,  1210.50,  1210.51,. 1210.52,  1210.53, 
1210.54,  1210.55,  1210.56,  1210.57,  1210.58, 
1210.59,  1210.60,  1210.61,  1210.62. 

Effective  date:  These  regulations  shall 
be  effective  December  2,  1976.  Interested 
persons  may  on  or  before  December  2, 
1976,  submit  to  the  Hearing  Clerk,  Food 
and  Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20852,  writ¬ 
ten  comments  regarding  provisions  of 
the  final  regulations  that  differ  from 
the  regulations  as  proposed.  Comments 
should  be  filed  in  quintuplicate  (except 
that  individuals  may  submit  single  cop¬ 
ies),  and  should  be  identified  with  the 
Hearing  Clerk  docket  number  fmmd  in 
brackets  in  the  heading  of  this  docu¬ 
ment.  Received  comments  may  be  seen 
in  the  above  office  Monday  through  Fri¬ 
day,  from  9  a.m.  to  4  p.m.,  except  on 
Federal  legal  holidays. 

Dated:  October  22, 1976. 

A.  M.  ScHMmT, 

Commissioner  of  Food  and  Drugs. 

[FB  Doc.76-32019  FUed  ll-l-76;8:45  am] 
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